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PROCEZEDTINGS

MR. HACKBARTH: We have a guest -- Dr. Kramer,
welcome again -- for our first session today, which is on
quality in skilled nursing facilities.

Carol, do you want to do the lead in?

MS. CARTER: Sure.

Most of you know Dr. Kramer. He is the head of
the Division of Health Care Policy and Research at the
University of Colorado at Denver and Health Sciences Center.
He is also the Peter Shaughnessy Endowed Chair in the Health
Care Policy and Research in the Department of Medicine.

Dr. Kramer has authored more than 90 articles and
major policy reports and his researched focuses on the
quality of care and outcomes for critically ill older
persons.

We are delighted that he has worked with us on
this topic.

DR. KRAMER: Thanks. Well, I'm very pleased to be
here again.

As you recall, it was just September that I was
here before. And in that September presentation, I reported

an increase in rehospitalization rates in skilled nursing
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facilities and a decline in 30-day community discharge rates
among skilled nursing facilities. And although we answered
a number of questions, like any good researcher I made sure
there were many unanswered questions so that there would be
continued work. And so since that time, I've been the
recipient of continued funding to explore these issues much
further.

I think there's still very much more to learn from
where we are.

So the basic purpose of the study then is to
understand these temporal changes in community discharge and
rehospitalization, and in doing this really to understand
the factors that are associated with these changes and also
just these rates of community discharge and
rehospitalization.

So the background, very quickly, I used this slide
before. There's 15,000 skilled nursing facilities, 2.5
million admissions per year. The way quality is reported on
these post-acute skilled nursing facility patients is three
QMs, one called delirium, one pain, one pressure ulcers.
We'll talk about them today.

They depend on the l4-day Minimum Data Set
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information. One of my ongoing objections to it is by the
time you get to 14 days in SNFs, half the people are gone.
And the half that are gone is not Jjust a random
disappearance. It's actually highly selected by what
happens to those people that leave your facility.

MedPAC has raised concerns in the past on
validity, coding, risk adjustment, and some of those
concerns, we'll talk about some today.

So we really looked at two alternative measures
based on claims data and MDS. In is rehospitalizations for
potentially avoidable causes. A key issue, given that
skilled nursing facilities have very important work after
hospital discharge to try to keep people stable. And the
other one is discharge to community. Also critical because
78 percent of skilled nursing facility admissions in the RUG
system get rehab. So if we're not looking at rehab
outcomes, and you can see none of those MDS quality measures
have anything to do with rehab, we're not looking at the
major thing that is going on in skilled nursing facilities.

The previous findings were that risk-adjusted
measures for community discharge and rehospitalization are

reliable in facilities with 25 admissions. That only
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excludes 10 percent of facilities and less than 1 percent of
the MDS stays.

So in contrast to how many stays get excluded --
where 50 percent get excluded on the MDS quality measures
that are being publicly reported as we speak —-- in this case
you lose 1 percent of stays. You don't lose very much with
these measures because they don't rely on l4-day MDS data.

We also found that between 2000 and 2004 length of
stay increased for patients discharged to community; i.e.
there was a lower rate of 30-day community discharge. There
actually wasn't much of a change in 100-day community
discharge. So it really means that the length of stay
increased.

We also found a pretty big increase in risk-
adjusted rehospitalization.

So we want to determine the resident, facility,
and community factors associated with these rates and then
also the extent to which those factors explain the changes
that occur over time.

The sample: we have all non-HMO Medicare SNF stays
between 2000 and 2004. That's about 13,000 facilities per

year that have 25 or more stays.
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We used OSCAR-reported staffing levels that were
edited to look at staffing. ©Now those of you who have seen
any of my work know that I'm not a big fan of OSCAR data.
In fact, in every study we're working on now, we're pushing
payroll data as the source for staffing data, with a good
deal of success, in fact. Payroll data are accessible and
potentially usable for reporting staffing levels. In other
work we've done, we've used Medicaid cost report staffing
data.

So frankly, when we were looking at staffing
levels, I was thinking there was going to be so much noise
in the channel here that the question is are we really going
to be able to see the signal? But there are editing rules
for it and you'll see we actually could see a signal that
came in pretty loud and clear, even using OSCAR data. So it
must be a pretty robust effect.

We also used the Area Resource File for community
characteristics. We got into number of hospital beds per
capita, managed care penetration, regional issues. So we
have a great deal of information there.

And we used the Post-Acute Quality Measures.

Just to measure definition so we're all on the
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same page, a community discharge, as we defined it, is a
discharge directly to home, assisted living, or some other
setting that is not a nursing home, not a hospital occurring
in 30 days. We focused on the 30-day one because that's
where the changes occurred over time.

Rehospitalization are people who are transferred
directly to the hospital within 100 days. We have these
five conditions here that account for about two-thirds of
the rehospitalizations.

Recognize that according to a number of chart
review studies, people have claimed that about 50 percent of
hospitalizations from nursing homes are, in fact,
potentially avoidable. And they are often the ones that are
for these causes: infections, particularly respiratory and
urinary tract infection; sepsis; electrolyte imbalance,
which really reflects things like dehydration; congestive
heart failure, the classic frequent-flier, people that keep
coming back to the hospital. So these are the conditions
that you can have some impact on. They're like the
ambulatory care sensitive conditions for ambulatory care.
And they are big. They account for a lot of the

hospitalizations.
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That's not to say that every one of them is
avoidable. 1It's to say that these are areas where you can
have an impact.

And then deaths are excluded.

In this case, we started off with observed rates
and then showed how we adjusted things from there. The last
work we really emphasized the risk-adjusted measure. So
when you take just observed rates and you don't risk adjust
them at all, the 30-day drop in community discharge goes
from 23 to 21.9, a drop of almost 2 percent. The
rehospitalization increase is about 3 percent, 14.7 to 17.5
percent. And this is the unadjusted one. Risk adjustment
alters those things. But that's where we started.

I present this next slide for several reasons.
First of all, this is the days until the rehospitalizations
occur. It's obvious from this slide that people are
rehospitalized at higher rates in the early days when they
are least stable. Then, as time goes on, they get
rehospitalized less frequently with lower risk and that
makes a lot of sense.

But it's also important because one of the big

debates is always well, is it the hospital's fault or is it
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the skilled nursing facility's fault? And who do we
attribute these hospitalizations to?

And in that debate one of the points that always
comes up 1is well how soon did these occur? And people, even
in the pay-for-performance demonstration for skilled nursing
facilities, the current plan is to not count
hospitalizations that occur in the first three days because
it's not clear that that's the skilled editing facility
responsibility. That's 15 percent if you look at those
first three bars. So there's still 85 percent that aren't
in the first three days.

But what's magic about the first three days?
Other people have said well, you ought to look at seven
days. Other people have cut it off at five days. This is
an area we really have to study because I don't think we
understand the dynamic of why these rehospitalizations
occur. Some people say it's lack of information that
doesn't get transferred to the skilled nursing facility so
they don't know they're receiving. Other times it's argued
that it's Friday night and the patient just gets dumped to
the skilled nursing facility. But do we really understand

that?
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Other claims are that skilled nursing facilities
really aren't looking, aren't assessing the patients clearly
before. And they can't because they are competing for
patients and the hospital is in a situation, and they don't
want to say no to a hospital because the next time the
hospital may not come to them.

So there's a lot of dynamic here. And I think we
better understand that dynamic far better than we currently
do before we can really attribute rehospitalizations one way
or the other.

So let's look at now the factors associated with
outcomes. These factors come from a fairly simple modeling
approach where we adjusted for case-mix and we adjusted for
time, the 2000 to 2004. And then we plugged in a series of
other factors stepwise, one by one. The reason I'm going to
highlight these results and not so much the full model is
there's a lot of collinearity between these factors.

For example, hospital-based facilities are staffed
far higher than freestanding facilities and there's a
correlation between those two of about 0.89. If you put
them both in it's hard to tell what -- is it the hospital-

based nature? 1Is it the staffing nature?
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And if staffing is associated with outcome because
it's a hospital-based provider or because it's a for-profit
where they are staffed lower, or because they are in a
certain region, that's a somewhat secondary question than
the question of does staffing itself, regardless of the
reason, influence some of these things.

We also did models where we forced models where we
put everything in. These same things were significant but
the coefficients changed.

What I'm reporting here is regression coefficients
which actually show the change in the outcome relative to
that change in that factor. So the first one is the time
variable, 2000 versus 2004. That's just a simple dichotomy.
You get the exact same change attributed to that regression

coefficient that you do when you do the two group

comparison. You get a negative 1.8 coefficient, implying
that there -- which is consistent with a change of 1.8
percent over time. Similarly, you get 2.8 percent. So

that's what this modeling does.
After we adjust for time and after we adjust for
case-mix, we put in whether the facilities were 2000 only.

Whether they were only present in the 2000 sample. Because
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one of the big gquestions is well, the change between 2000
and 2004, is it attributable to facilities going out of
business that were here in 2002 and new facilities coming
into business in 200472

Incidentally, there were 1,040 facilities that
actually -- which is 8.5 percent of the total -- that were
there in 2000 that disappeared by 2004. There were 2,162
facilities, which is 16 percent of the total in 2004, that
were new in 2004. This was a really interesting issue and
it's one that MedPAC actually really pushed us to look at
and made some very good suggestions along these lines.

I'm going to talk to you a little later about what
was special about the 2000 and 2004 facilities. But I'd
like to go through some of the other factors because you're
going to see those are some of the factors that explain
this. But the 2000 only facilities were all a whole lot
better than the ones that were there the whole time. They
had a 17.5 percent higher community discharge rate in 30
days. The community discharge rate was 20-something
percent. They had a huge benefit on community discharge.
This is after case-mix adjustment and after adjustment for

time.
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They had 4 percentage point lower
rehospitalization rate.

Those 2000 only facilities, those 8.5 percent,
there was something pretty special about them. We can talk
about what that might be in a minute.

The 2004 facilities, actually I didn't highlight
them up there, but they actually had a lower community
discharge rate than the ones that were there both times.
They had a minus 7 percent. They were actually about the
same on rehospitalization as the ones that were there during
the whole period. So they weren't terribly different on
rehospitalization. But the 2004 only were different. We'll
talk about those facilities in a minute.

Let's talk about length of stay. Length of stay

was not really associated with -- hospital length of stay
was not. Now there wasn't a lot of variability in acute
hospital length of stay after case-mix adjustment. But

nevertheless, acute hospital length of stay is not the
reason why you get high rates or low rates.

Region. Well the West, relative to all the other
regions -- and these are the coefficients for Northeast,

Midwest, and South relevant to a reference of West -- you
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get lower community discharge rates in the other regions
relative to the West. And you get higher rehospitalization
rates. So the West seems to be doing a nicer job in this.
And this actually persists after we adjust for things like
managed care penetration and number of hospital beds and
some of those other things. These regional differences are
true regional differences.

Let's look at staffing. Here I sort of was

critical of the OSCAR staffing data and said I couldn't

imagine we were going to see an effect. Look at this
effect. For every hour of RN time per patient day increase
you get 8 percent increase in community discharge. For

every hour increase in the licensed staff, that's RN or LPN,
you get a 5 percent increase in community discharge. CNAs,
less striking. So it's not just total staff. It's got to
do with what kind of skilled staff you actually have in the
facilities.

Rehospitalization you see the reverse. For every
hour of RN time you get a decline of almost 2 percent in
rehospitalization. For licensed you get a decline of almost
1 percent. Again, CNA has some effect. CNA hours are much

bigger so there's many more of them, so an hour isn't as big
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a portion of the total.

But nevertheless, these staffing issues, even with
OSCAR data which are pretty -- not terribly strong, they
come barreling through.

Hospital-based, even after risk adjustment using
models that were actually pretty good, 50 percent to 60
percent R-squared, you get a 19 percent increase in
community discharge if you're hospital-based and a 6 percent
decrease in rehospitalization.

For-profits, you get a lower community discharge
rate and a higher rehospitalization rate. Now again,
there's collinearity between hospital-based and staffing,
there's collinearity between for-profit and staffing.

So let me talk for a minute about who were these
2000 only facilities and what was unique about them. First
of all, you need to know that these facilities, 50 percent
of them were hospital-based in contrast to about 9 percent
of the facilities that were there in both times and about 5
percent of the new ones in 2000 only. So they were
disproportionately hospital-based, not surprising.

Now again, hospital-based may also be unexplained

case-mix and it's something we ought to talk about later.
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Hospital-based, we try to explain case-mix but there's
something about hospital-based case-mix we probably can't
with these measures. Some is case-mix. But nevertheless,
there's also reasons why hospital-based may.

And one of those reasons is staffing. These
facilities were disproportionately high staffing. They had
four times the RN staffing levels of the facilities that
came into being in 2004, four times the RN staffing levels,
two times the licensed staffing levels. ©Not very different
in CNA staffing. But they were really very different. The
2004 facilities that had somewhat worse outcomes were
actually lower than the ones that were there over that
period of time.

They tended to be more from the West, they tended
to be more non-profit. So those are some of characteristics
of these ones that went out of business but they support
these other analyses on what are associated.

So what happens when you control for all these
factors, what happens to the change over time? Unadjusted,
you can see it's 1.8 and 2.8, like we said. Case-mix
adjusted, the case-mix adjustment takes away some of the

community discharge difference and some of the
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rehospitalization. Much of that R-squared at the bottom is,
in fact, from the case-mix adjustment. That is the big
driver. I mean, 0.61 R-squared comes from case-mix and
time. And the other 0.08 part of the R-squared comes from
these other factors. A similar thing for the re-
hospitalization.

But after you adjust for case-mix, facility, and
community factors, there's still something left on the
community discharge side, although not a lot. But there's a
portion of it that's still unexplained.

For rehospitalization, there's a huge portion of
it that's unexplained. So on rehospitalization there's
something going on beyond all of these community factors,
staffing, ownership factors that is contributing to this
change over time. That's why I'm going to get into these
next issues a little bit.

First of all, let's look at the relationship
between the community discharge and rehospitalization
measures. These things ought to be related at least
somewhat. Yes, they shouldn't cover each other -- they
shouldn't be perfectly collinear. But there ought to be

some relationship.
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It turns out they are. They agree. High
community discharge rates or good quality were associated
with low rehospitalization rates, which is good quality. So
you get a negative correlation and the negative correlation
is 0.5. High community discharge rates, good quality in
community discharge, with low rehospitalization, which is
good quality. Good quality is associated with good quality.
You would expect that.

Let's look at the CMS quality measures in both

community discharge and rehospitalization. Now these are
the measures were there's huge attrition issues. They
disagree. High QM scores are poor quality. That means

you've got a lot of delirium, a lot of pain, and a lot of
pressure sores. Those are associated, poor quality, is
associated with high community discharge rates, which is
good quality. And negatively associated with
hospitalization, low rehospitalization rates, which is good
quality.

So in other words, if I do a great job on my QMs
because -- and you can sort of hypothesis what might be
going on, because I hospitalize anybody who's getting real

sick and I don't discharge people who are real healthy, but
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I get great QMs. If I do really well on my QOMs, look what's
going to happen. I'm going to be having poor community
discharge rates and I'm going to be having high
rehospitalization rates.

There is a selection bias in that 50 percent
that's left in the facility. That is a problem. That is a
problem. What's publicly reported is these MDS QMs and they
are not associated with some of these other measures that
include all of the residents.

So here's the summary: outcomes are strongly
related to geographic location, licensed staffing levels,
hospital-based after case-mix adjustment. The hospital-
based issue is a very interesting issue. Is some of it this
unaccounted for case-mix? What's going on? But
nevertheless there is that striking difference after you
adjust for case-mix.

Hospital-based facilities are going out of
business. The changes over time is only partially explained
by the loss of facilities present in only 2000 hospital-
based and higher staff and by resident and community
factors. So there's other things.

And there is an inverse relationship between
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quality, as measured by the publicly reported quality
measures, and both rehospitalization and community
discharge. An inverse relationship in quality, if you will,
regardless of signs. But quality measured by the QMs and
quality measured by these other measures, for which there's
not an inverse relationship between these two measures.

So what's the conclusion? Well, community
discharge and rehospitalization should be used as publicly
reported quality measures for SNFs. There's really no
question we ought to be using these. They include more
residents. They are valid. You can look at things over
time. They make sense. They're associated with staffing.
They make a lot of sense.

And the existing QMs require MDS measurements at
admission and discharge, not just 14 days, or you're going
to have this huge attrition problem for everybody who leaves
the facility.

There's also a few other concerns that I'm going
to allude to, and then I want to open this up for
discussion. And MedPAC has raised these concerns in the
past. But let me just take one example. Let's take the

example of delirium.
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So the DSM criteria, the criteria for delirium,
are a symptom complex disturbance. There's disturbance of
consciousness and change in cognition over a short period of
time that's somewhat fluctuating. That's how they define
delirium. And primary data suggest that it's got an
incident of about 20 percent in admissions to skilled
nursing facilities.

Let's look at the QM. First of all, it's
triggered by one symptom, any symptom. In other words,
fidgeting is delirium using the MDS QMs.

[Laughter.]

DR. REISCHAUER: Guilty.

DR. KRAMER: But even being triggered by any one
symptom, it's only got an incidence of 2 percent. What is
going on? Well, all the delirium are going to the hospital
or getting discharged? What's going on? That's a valid
measure of delirium? I mean who are we kidding? That's
what we're using to publicly report quality of skilled
nursing facility care.

It's clearly insensitive and it's clearly non-
specific. So what's good about it?

I could tell you some of the same problems with
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the pressure ulcer one. And there's problems with the pain
one. You can ask me if you want to hear more about those
things but I'd like to open it up to you. But they have
really —-- they are classic situations where there was not
true clinical input and basis for those measures. They were
MDS measures that somebody created and said hey, let's call
this delirium. Those are problems.

Take it away.

DR. MILSTEIN: As someone who's been active in
participating in vetting of quality measures across all
categories of care, this problem is not unique. Absent very
good electronic health records that continuously allow you
to quantify changes in functional status, almost any measure
-—- not just in this category -- you speak of them as to how
valid they are, not whether they are perfectly valid because
none of them qualify.

My question is if you look at the QMs, they are
what we would call intermediate outcome measures. But
they're important, if you're a patient, to avoid them.

Could you talk a little bit about whether there are
facilities that excelled across all five components of

quality?
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That is, as presented, it sounds like there's an
inverse relationship, that one of the ways you can do well
on discharge to community and avoiding hospitalization is to
dump your patients that have -- but were there not some
facilities in your sample that excelled across all five
measures of quality?

And if so, could you comment on -- I mean, is the
answer to ditch the three quality measures that can be gamed
and have some identifiable validity problems? Or is it to
add to the quality measure mix the two that you have used so
that gaming is discouraged? In that case, it would be
offset. And we're essentially creating incentives for
facilities to do well across all five dimensions of quality.

DR. KRAMER: First of all, very good point and
it's going to help me when I come in and say I need to do
more analysis. Because that is the analysis that we haven't
done and we really need to understand it better. So that's
the answer to whether we've analyzed that.

As to where I would recommend -- first of all, I
would definitely recommend adding the two. Do I recommend
abolishing the three? I actually recommend revisions on the

three. First of all, you can use a symptom complex for
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delirium rather than just a single symptom. You should also
use a longer time frame for delirium. A 1l4-day marker of
delirium -- you've got to think about what happens to
nursing home residents. There is a lot of odd symptoms that
occur when people first get discharged to a nursing
facility, particularly since they've just come out of a
hospital, which has been a very traumatic event. These are

older people that end up going to the SNFs. So 50 percent

of baseline cognition -- so we ought to look at it over a
longer period of time. That might get our prevalence marker
up and we might be able to do a less specific -- a more

specific one.

Similarly, we ought to be collecting it at
discharge for the people who are discharged and we don't
lose half of them. So I'm not necessary recommending
throwing those out. I think delirium is important. I think
pressure ulcer is important.

I actually have, in my work on revising the survey
process for the Centers for Medicare and Medicaid Services,
we've developed some other measures of post-acute outcomes
that use the MDS. Now most of our measures don't use the

MDS. They use chart review and resident interview and
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resident observation and things that I think are closer to
what quality is about. But we still do use MDS measures.
And we have some other ones on functional changes and things
like that. Those kinds of things ought to be considered.

So I agree with you. There's imperfection in
these things, but my argument as we can make them a lot
better, not just throw them away.

DR. SCANLON: This is really excellent. I had a
bunch of questions which you'wve answered all during the
course of your talk.

But to follow up on Arnie's point, I think that I
haven't been surprised about finding these inconsistencies
at the individual facility level. And this is a problem for
someone that wants to try to make this information usable to
the consumer and to see that we've got five measures or 10
measures or whatever and they're going in all different
directions. When you start to introduce survey and
certification deficiencies, you get more inconsistencies.

What's very, I think, surprising and also
disturbing about what you found was you've got in terms of a
correlation across all facilities this inconsistency, which

really raises a much more serious question. Because the
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former, when you've got the variability at the individual
facility level, we had a challenge of let's find a way to
create a composite measure with appropriate weighting so
that we can get an overall score.

You're raising more fundamental questions about
the actual measures we use and you've got some strategies
for dealing with them but this is something we really have
to pursue in terms of refining the measures so that when we
look at them in the aggregate picture that we get some
consistent results.

MS. BEHROOZI: Thank you, Dr. Kramer. I'm not one
of the economist in the room and you've really even helped
me understand it. So thank you.

So as we're refining the measures, obviously you
brought up a lot of information about how adding community
discharge and rehospitalization would give a better picture.
It really seems like we should add staffing to the picture.

Because turning back to page nine, of all the
factors associated with outcomes that you list they are all
status factors, right? Where you are, whether you're
hospital-based or not. All of those things that once you

open your doors that's the kind of provider you are.
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The only thing that a provider has a choice about,
that a provider has control over, is their standing levels.
It seems like that's exactly the kind of thing that a
patient would want to know about an institution. You live
in the Northwest or the Midwest or the South, you're stuck
with the providers in the Midwest or the South or whatever.
But you can choose between the providers that make the
choices about staffing.

And anticipating Mark's response that he made last
time about you don't just want to throw bodies at the
problem, I would suggest that there must be -- while there's
too little staffing, right? And as you add more it gets
better? There's probably a tipping point. There's a
saturation point where the bodies start bumping into each
other and you don't achieve better outcomes or the returns
diminish.

So in the interest of keeping you around a little
longer, maybe we can ask you to study what the right
recommended range or whatever would be. But when I need to
go into a nursing home, I want to know about their staffing.

DR. KRAMER: I would concur with the points you

made across the board. I've been pushing for better
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staffing measures and reporting them, not just staffing
levels by type of staff but staff turnover, staff tenure.
There's a number of others that we can get, and we can get
those from payroll data. You can get them systematically

from payroll data. And you can get them defined the exact

same way for every facility from payroll data. We've done
some very interesting work with payroll data. So I concur
with that.

In some of our preliminary work we actually have

found the thresholds that you mentioned. Yes, they do exist

when you look at hospitalization rates. The curve is just
what you'd expect. You start reaching this point of
diminishing returns and it levels off. There is a point at

which staffing levels don't buy you more.

But one of the problems is we're at the low point
of the curve, by and large. So we need to do more with that
preliminary work we did in that area and really start doing
it.

The other think I should mention is that Nursing
Home Compare does, they do report staffing levels. Big
problems with the way they report them. First of all, it is

OSCAR data. Second of all, although we found some potential
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uses, it's not risk-adjusted. It means nothing. You look
at that staffing level and this facility has 1.3 hours of RN
per patient day and this one has 0.8, and their case-mix is
completely different. The 1.3 may be understaffed and the
0.8 may be overstaffed.

Case-mix varies immensely across nursing
facilities. They should not all be staffed the same. And
so why aren't they case-mix adjusted? Yes, it's hard. But
really, it's irresponsible to report them without case-mix
adjusting them.

DR. REISCHAUER: This is really excellent work
that you've been doing. I really enjoyed your presentation
and the papers that you've contributed.

But just on Mitra's point, it's certainly
important to have this kind of staffing information,
appropriately adjusted, available to the consumer. But if
we're thinking of rewarding performance through differential
payment, what you really care about is the outcome, not how
somebody got to that outcome. And you can create a set of
incentives that lock in place certain mechanisms of
production in too rigid a form.

And maybe we're at the stage where we never can
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have outcome measures that are appropriate, but I think in
some of this stuff where you're doing you're saying yes,
there are outcome measures. And so if we incent people to
have good outcomes, the logical way for them to go at this
point would be to increase staffing.

MS. HANSEN: Andy, thanks a lot for this and the
concurrence. The points actually have been made but I do
want to underscore them because whether it's the staffing
level -- but I think we've talked about this before
separately at another venue relative to the whole issue of
turnover 1is absolutely crucial in the continuity factor. So
from a consumer perspective I do think that's wvaluable, the
ability to look at a policy level, as Bob was saying. I do
think it is on the outcome side of it.

With that point, the whole aspect of the discharge
levels and the rehospitalization, I think these are
extremely valuable. But two points related to that.

One is the sense of that timing of those reports.
Your first three days, your first five days, the whole issue
of hand offs is one of the areas that I think is coming much
more to light. So the ability to get some more sensitive

measures of that whole aspect. And you may have already
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done the work but I think that has to be elevated so that
this bumping back and forth, whether it's the hospital's
fault or whether it's the nursing home's fault, really has
to be, I think, highlighted much better as to what happens.

And then the final thing about them, the thing
that I'm just taking one more factor, I think this is a
theme that I tend to bring up, is looking at what happens to
the person over time. So one, these are the metrics to
report, say the community discharges. But I also know that
sometimes what happens is when you start shining a light on
that people start unloading people to make sure that their
discharges are relatively good because then their
responsibility is over with.

But my question on the patient level, the
beneficiary level, what happens say a week to two weeks
after that? That, to me, is also an indication truly of a
policy of quality of an episode for a period.

So I don't know whether there's an ability to look
at that or whether this is something that is considered of
value from a policy standpoint, but if we're looking at
quality over time, that the beneficiary doesn't get

rehospitalized, doesn't decompensate because of early ironic
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discharge from a nursing home, not from a hospital now but
from a nursing home, whether or not that could be looked at.

DR. KRAMER: I think looking at those things are
very important. Two parts to that. One is looking at the
people who get discharged, making sure they're not bouncing
back somewhere, making sure it was an appropriate discharge,
I think that is a key transition.

Similarly, the people who don't go to hospital.
There's a limit. Evercare drops rehospitalizations 50
percent. They have an ability to bring acute resources to
bear. They capitate. They can do lots of things. They can
drop them 50 percent. They can still only drop them 50
percent.

And we need to make sure we don't create an
incentive that says the lower the better. You want to give
people credit for getting down to a level that is an
appropriate level. So what's an appropriate level? Well,
you study what seems to be the margin and you don't give
them any credit when they go below that margin. You set a
threshold on it. You set that threshold based on a risk-
adjusted level.

It's tricky business. You don't want to drive an
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incentive to rehospitalize everybody. You're never going to
reach Evercare levels without a program like Evercare where
you can bring in physicians and double the staffing in the
places. So we need to do that.

And similarly, on community discharge, we don't
want to drive them to push people out the door just to get
good community discharge rates. So those are key points.

MR. MULLER: My thanks as well to you for this
good work.

In looking at what's page nine, at least in our
handout, I remember that in looking at the pool of the 2000
versus the 2004 facilities, the way I read this is that in
2004 there are fewer hospital-based and fewer not for
profits. 1In some sense, we've seen in our previous work a
few months ago that the hospital-based had like minus 85
percent margins. As we discussed at that time, if you've
got minus 85, at some point you may not do business anymore.
So I think that's probably one of the consequences,
understanding that it's not all just staffing differences
but it may be becoming that.

My second point, just briefly, is in some of the

quality work that we've been doing -- not so much on around
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nursing homes but around hospitals and physicians -- we've
been looking at process measures. So for example, if one is
looking at discharge to community, whether one should look
at the amount of therapy services provided in the nursing
home, whether in terms of rehospitalizations whether one
wants to look at whether medication reconciliation -- I'm
just using one example. Obviously, there's 10 or more
examples one could use.

Are we ripe for that here? Or are there so many
bigger issues to get to first, in terms of the measuring of
quality, that looking at kind of process measures there as
an intermediate step towards the outcomes that Arnie
mentioned, perhaps this may be not the best place to put our
time right now?

DR. KRAMER: Good question. Let me comment
briefly on the first one.

We do really need to look into this hospital-based
issue, for sure. They are going out of business. They do
seem to be the predominant ones that are going out of
business, if you look at them. They are staffed higher.

Interestingly, the other thing is if you look at

the 2001s that went out of business, they went out in places
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that have a very high rate of skilled nursing facility and
nursing facility beds per capita. So they went out in
places that were competitive.

We need to dig into this. We need to understand
what's going on.

Obviously, hospital-based facilities don't need to
rehospitalize as readily. They've got the resources, the
lab, the x-ray, the physician right down the hall. That's
huge. You know how hard it is to get an x-ray at night in a
nursing facility, get lab data. That's a huge issue. So
yes, we need to get into that.

As for process measures, we've done quite a bit of
on process measures. I think they're very interesting. The
question is where you go on the public reporting side versus
where you go on the sort of provider quality assurance side.
If you've got a low community discharge rate, you ought to
look at what you're doing in rehab. If you have a high
hospitalization rate, you ought to look at why you have a
high hospitalization rate.

One of the areas we've found that's been huge on
hospitalizations actually has to do with people who go to

the hospital and die in places that have very poor advanced
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directive programs and very low rates of do not resuscitate
and do not hospitalize orders and things like that. They
have very high hospitalization rates and those people -- and
if you look at how many die within 24 hours, it's can be
pretty large at a very high cost.

So those are the kind of things we do need to get
into as a next step.

DR. KANE: Just a couple questions. One is in
your case-mix adjustment, is there something about
socioeconomic characteristics of the patient -- for instance
the dual eligibles -- in explaining the community discharge
rate? I know they often are a large portion of the people
in the long-term care, likely to stay longer. I didn't see
anything in here that might adjust for that.

Actually, before you do that because I know once
you answer I'm going to have to move on. They're very
efficient here.

The second question is a little bit of can we
unsilo our analysis a little bit and link this up with a
hospital readmission study and see if there is a propensity
-— 1in the hospitals that have high readmission rates, is

there also a high remission back from the -- because in
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trying to figure out who's responsible, perhaps there would
be a good variable there.

One of the studies we'll be talking about later on
today is around hospital readmission rates. I'm just
thinking, can't we put those two together a little bit and
see 1f there is a combined -- if some hospitals tend to have
a higher nursing home readmission as well as a community
readmission rate?

DR. KRAMER: Let me hit question two first really
quick, and that is that yes, we should combine those things.
It's part of that whole thing where I was arguing we need to
understand what's going on in that interface better.
Somebody in my group, Eric Coleman, does work on care
transitions. And care transitions have to do with the

sending end and the receiving end. We need to couple those

things.

One of the problems we're doing in pay for
performance is that we're doing that in silos, too. This is
great. We're attributing at all to one provider. It isn't

that simple.
We have used socioeconomic markers, as well, and

they are related. 1I'll have to dig into these a little bit
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more and get back to you on how strongly they are affected
here. And we also use community factors that are
associated.

DR. MILLER: I want to make one qgquick point.
You're making a data point, can we put the data together?
We'll certainly look into it.

But I also want all the commissioners to
understand we're looking at readmissions in the hospital.
To the extent you bring these measures in on SNF and you're
looking at readmission, we're also discussing this in other
post-acute settings. Even though it's siloed, we've got
everybody look, you need to be looking at your readmissions.

So we're also trying to get at it from a policy
perspective by putting this pressure on each silo, as it
were. But your point still stands. That's not to disagree.

DR. WOLTER: This really is nice work and I really
like you recommending that we look at these other measures
which some people would call looking at the big dots, as
opposed to something that's not truly an outcome.

And then I want to make sure I'm drawing the right
conclusion, a little bit related to the point Ralph made.

It seems to me that the hospital-based SNFs have other than
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cost allocation reasons for their higher costs, and some of
that is staffing?

DR. KRAMER: Yes.

DR. WOLTER: Some of it might be the availability
of these other resources. I think that is an issue we've
discussed here over all my years on the Commission. I think
we might want to rethink where we stand with these negative
80 percent margins on hospital-based SNFs when you look at
the wholesale departure of some parts of this industry.

DR. KRAMER: Yes, I would concur with that.

MR. HACKBARTH: I agree with that, Nick. But
nobody ever said that the whole 89 percent was cost
allocation. The point was always that it was confounded,
potentially confounded, by cost allocation issues.

So thank you, Andy. Good to see you again.
Excellent work, as always.

DR. KRAMER: Thank you very much.

MR. HACKBARTH: Our next panel is on comparative
effectiveness and we have two guests well known to us.

Welcome, Gail and Marilyn. Good to see you again.

Nancy, will you do the honors?

MS. RAY: Yes. Good morning.
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Recall that at the March meeting we discussed the
importance of comparative effectiveness research and issues
surrounding producing such information. Two of the leading
nationally known experts on health policy are sitting next
to me, Marilyn Moon and Gail Wilensky, who will provide you
with their thoughts on this topic. We are grateful that
they are here. Each is widely published and has served many
senior positions within and outside the government. Their
credentials are so impressive that it would take too long
for me to go through them so I'll just touch on a few
highlights.

Gail Wilensky is Senior Fellow at Project Hope.
From 1997 to 2001, she chaired MedPAC. From 1990 to 1992,
she was Administrator of HCFA. Currently she is affiliated
with the number of health care commissions, including the
President's Commission on Care for America's Returning
Wounded Warriors and the Department of Defense Task Force on
the Future of Military Health Care.

Marilyn Moon is Vice President and Director of the
Health Program at the American Institutes for Research. She
previously served as a public trustee for the Social

Security and Medicare trust funds. She was also the
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founding director of the Public Policy Institute of the
American Association of Retired Persons.

After each panelist provides their thoughts about
comparative effectiveness, you will have the opportunity for
questions and discussion.

We are going to start with Gail and conclude with
Marilyn.

DR. WILENSKY: Thank you. 1It's nice to be here,
different to be on this side of the table.

I'm going to share with you some thoughts about
how I think about the use of comparative clinical
effectiveness, the institutional structures, a little bit
about the funding. I don't have a slide. I Jjust thought
this morning that that was a missing piece but I'll share
with you what I'm thinking about, and procedurally how it
might proceed.

A problem, I think, is one that you have
identified in the work that you have done. We have found
ourselves in a triply bad world. That is spending growth is
continuing an unsustainable rates, and at the same time that
happens we know we have lots of problems with patient safety

and a lot of problems with gquality in terms of making sure
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people have the kind of health care that is appropriate
given their medical conditions.

For many on MedPAC the unsustainable nature of
spending growth rates has long been recognized. I'm
actually a relatively recent convert to that notion, maybe
the last couple of years. Looking at if what has happened
in the past 40 years were to continue in the next 40 years
truly does make both the impact of Medicare on the federal
budget and the impact of health care spending on the rest of
our allocation of resources totally untenable.

It's not just a U.S. issue. It is true that we
spend more on a per capita basis, a lot more. But growth
rates are actually not as different as our absolute rates of
spending. Although if you look at over the long-term, some
places like Canada, Germany, the U.K. have done better in
terms of not having quite as rapid a spending growth. But
in general our spending growth rates, which is really what
now is gripping me, as opposed to the absolute level. I
regard that as providing opportunities for savings in the
short term while we figure out to get to a better long-term
position.

If that's going to happen we need to do three
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things. And I'm going to really focus mostly on the first
one. We need better information. We need the systems to
support it. As an economist it's hard for me to talk about
spending better without mentioning that.

We also need to have better incentives or else we
have to have really, really, really serious controls in
place. I do believe that could limit spending although not
get spending right if we were willing to do that. My
observation is the United States is not willing to do that,
in which case we really better make sure that the incentives
are right.

In the U.S. we have this tremendous disconnect
between the sophistication of the training of our health
care professionals, of the devices and therapeutics that we
have, and everything that supports that. It is a really odd
disconnect in that we have extremes on one side in terms of
cottage industry with regard to information in the systems,
and these very sophisticated medical devices and
technologies.

And as you know, and Bob Reischauer and I got to
struggle with for a long time, the financial rewards do not

reward the institutions well or the clinicians who provide
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high-quality efficiently produced care. So it is a
complicated problem.

I, in somewhat of an apology, frequently explain
why exactly a public finance economist has gotten so taken
with this issue of comparative clinical effectiveness. 1It's
not obvious to me and I assume it's not obvious to anybody
else why that would be.

It's because it has occurred to me that this is
the basic building block in order to figure out how to get
spending smarter. And as important as realigning financial
incentives are to get to a better world, this one is first.
If we can't get information about what works, when, for whom
provided by maybe only certain kinds of facilities or, in
some cases, duly licensed community hospitals, it will be
very hard to figure out how to spending smarter.

It also requires a recognition that our usual
binary yes/no is not a good way to look at information on
comparative effectiveness because technologies, broadly
defined to include medical procedures, are rarely into the
always effective/never effective. It is trying to figure
out when, for whom, under what circumstances and just how

much clinical gain are we talking about?
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Other countries have been working on this longer
than we have. ©NICHE in Canada, this common drug group --
excuse me, NICHE in the U.K., CDM in Canada, PBAC in
Australia, although each of them are parts of larger
organizations. But the focus tends to be on drugs and
devices much more than other medical procedures. It tends
to be on new therapeutics rather than on existing
therapeutics.

I believe very strongly that while I understand
why the focus started there, it misses the point. The point
for me is trying to figure out how to spend smarter. That
means 1f you don't get medical procedures broadly defined as
well as drugs and devices you're wasting a lot of effort and
a lot of political capital. 1If you don't look at existing
as well as new technologies, you're going to miss a whole
lot of where the money is.

So I appreciate why they started there but I think
it is critically important to understand this is not just
about drugs and devices and it's not just about new if we're
going to figure out how to be spending smarter.

Generally, when you look around at what's been

done in the past, they're mostly centralized processes.
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They usually include economic assessments. They tend to be
a lot of existing reviews of existing studies, literature
reviews, sometimes new clinical reviews. Not surprising
there, because these are using in counties that have
nationalized government health care systems, so it's not
surprising they are there.

But there is a lot of difference in terms of both
the transparency of what is done and the mandatory nature of
the recommendations.

I believe if we're going to have a chance to have
this happen we need something different. It is appropriate
to focus on the condition rather than on the intervention
and therapeutic. As I've mentioned, I feel very strongly
it's important to include procedures and not just drugs and
devices, because that's where the money is, and to recognize
that a lot of this is investing in what is not yet known and
that's a dynamic process. It's not like you can put money
forward for a randomized clinical trial and think you're
done for all time. All of this is going to require frequent
updating depending on the quality of the information and the
validity of the studies.

I'm open to lots of different sources of
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information. It ought to be clear what that information is
reflecting, the "gold standard", Sean Tunis' concept of real
world randomized clinical trials, epidemiological studies,
medical record analyses, administrative data. We ought to
use what's there. The ignorance is mind-boggling. We just
need to be clear about how good the data is that's
underlying the findings.

Needs to be objective, credible, timely,
transparent, and understandable. If it doesn't meet all of
those and maybe one or two more it is never going to make in
the United States. There won't be enough regulatory
authority that could have it be acceptable if it doesn't
meet these kinds of standards.

I think there's different places that you can
place this. My attitude is quite agnostic. Generally, the
bottom line is close to government but not too close.
There's a lot of concern that I've heard, both on the right
and the left, if it was actually inside government as to
whether it could maintain its credibility and objectivity.

These freestanding ideas like quasi-government,
IOM, or the FFRDC -- and I know you have provided some

information about some of them that exists. Lawrence
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Livermore is actually one that is several billion dollars
and a fair amount of time. So there are some structures
around that are in the ballpark of the kind of money that I
think that we're talking about and that have existed.

It is, to me, a pretty good model of what close
but not too close might look like. But again, the specifics
are something I'm agnostic about.

I didn't include a funding one. But if I had my
druthers it would be by appropriation. This is as much a
public good as I could think of. The realistic side of me
says well, maybe we need to augment that and have, in
addition, a tap on the Trust Fund. Medicare would be huge
beneficiary. And also a tap on all of those who are
privately insured because the private plans would, in
addition. 1It's got to be able to include the ERISA-exempt,
or there's no point in doing it. So I would not mind that
as a secondary way. It ought to be done by direct
appropriation like the NIH.

I'm not thinking about this as a way to make
coverage decisions. I think about this primarily as a
reimbursement strategy so that what is paid makes sense to

what the gain is. I think that distinction, although
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sometimes it gets difficult in practice, is a very important
one.

I don't see decisions being made at the center.
The public payers and the private payers ought to be able to
draw the information and it ought to be clear what that
information is.

And I don't see it as a cost-effectiveness center
although I absolutely believe and support the notion that
cost-effectiveness is a perfectly legitimate part of
decision-making. I just think for its political health and
well-being it ought to be funded and done separately.

This ought to be as pristine objective credible
information as we can have it for the center's sake and for
the rest of ours.

I don't need to spend much time here. 1It's not
the only problem. The question then is how could you make
use of this? I like the notion of the value-based insurance
that Mike Cherno [ph] and others have talked about where the
copayment or tiering is tied to the clinical effectiveness
for a particular intervention for a patient rather than
whatever the PBM gets the best buy on.

But the notion is out there that you tier and try
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to steer accordingly. Let people buy up if they want to do
this.

One of the issues that I've heard from industry in
talking about these ideas is whether or not this necessarily
delays entry because I think there's a lot of legitimate
concern given the delays already experienced by the FDA
approval process. And one of the ideas that I've been
discussing that, at least in principle has resonated, is the
notion of going at risk for a preliminary period of two or
three years while information on comparative clinical
effectiveness is being collected.

At the end of that time there's a true up. And if
it is delivered as promised, any additional incremental
reimbursement can be kept. If there was additional
reimbursement over the standard of care and there is not the
delivery as promised, that some preset amount of the
incremental payment, 50 percent or 75 percent or 25 percent
whatever the agreement or whatever the regulations say,
would be provided back to the government.

Those firms that didn't want to do this on risk
could accept existing payment standards until such time as

they have the evidence available.
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So it does raise the bar. That is, you only
should expect to get more if you do more. It needn't delay
the 18 or 24 months that NICHE is charged with putting onto
the process.

The biggest difference, because this is applying
to medical procedures and not drugs and devices, 1s reaching
out to the medical community and trying to bring them
aboard. In the discussions I've been having with this issue
I find it not as strange a concept for many in industry
because it's not different from what many of them have to
face now in Western Europe or in Australia or in New
Zealand. This will be a very different kind of concept for
the medical community. And so one of the things I think is
important is to start bringing them and their thoughts into
this process, which embarrassingly did not occur to me until
a couple of months ago.

Thanks.

DR. MOON: Thank you. It's a pleasure to be here
today. And it's very nice to follow Gail because she said a
lot of the things that I don't have to say because I'm in
basic agreement on a lot of issues with her. I think she's

done a very fine job of laying out some of the challenges
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and the issues.

I talk about a center for evidence-based medicine
and I'd only say that I think the terminology is something
that ought be talked about and worried about a lot. Because
I think one of the things that people are really going to
need to do is spend a great deal of time, if there's such a
center, in talking about what makes sense to people to think
about this as a plus and not as some layer of oversight or
regulation that will hurt people in some way.

And so I think that the use of language, the term
comparative effectiveness versus cost-effectiveness and so
forth, is a very challenging one. I'm not wedded to this
but that's my term. So I'll just refer to it as a center
and Gail and I can be in sync in terms of that sense.

I thought about this, first of all, in terms of
what is the need for a center. I think there's a real need
for filling in a gap. That affects a little bit what I
think the structure ultimately would need to be. But I
think there is a need for advancing the science or at least
paying homage to the idea of advancing the science. When I
had some of my colleagues at AIR, who do some of this work,

write some things for me what was clear to me is there's
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still a lot of controversy of whether quality of adjusted
life years is the right measure, whether patient reported
outcomes is the right measure, whether something else is the
right measure when you begin to talking about the value of
things that go beyond just basic effectiveness or at
efficacy kinds of issues.

I think there needs to be then a sense that an
organization like this would spend a great deal of time
worrying about and advancing the science which, among other
things, means getting people on board right away to talk
about this and for this to be seen as a good place for
consensus to be developed.

I think there also needs to be a lot of effort
that would be placed on validating why you would do this.
This is, if nothing else, a PR kind of activity. Again, I
think that there are folks who are still skeptical about its
need and it would need to be done very carefully from that
standpoint.

Visibility and credibility then follows along and
that builds on what Gail was saying in terms of bringing on
board the communities that are going to be effective,

stakeholders. And the stakeholders have to include patients
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as well as providers of care. I agreed that we should think
about this not just in terms of drugs and devices, although
that's really some of the low hanging fruit that you can
start on and work on fairly effectively. But I think it has
to be clear that the intent is that all types of health care
service and devices should be part of this whole process.

And then I think of a center as really helping
fill the gap in terms of readiness for policy change. I
agree with Gail that this should not be seen as the place
where reimbursement decisions get made. But it's more in
the nature of here's the analysis, here's our best analysis
that indicates what works, what doesn't work. And then
other bodies that are going to be critically interested in
this are going to make those decisions. And they may differ
across different parts of our health care system, which is
pretty fragmented as we all know.

That doesn't mean that over time there couldn't be
some intent of having actually some challenges to providing
services at all. I think that should be out there but I
don't think that should be a first goal, a first activity.

There are a lot of important cautions that need to

be thought about in terms of this. Certainly the first of



10

11

12

13

14

15

16

17

18

19

20

21

22

57

which is don't reinvent the wheel. Already out there
there's a lot of good information that's being developed, a
lot of good analyses that are being done. And ironically,
some of the things that I read about in the news and in the
journals have been funded not by the United States but have
been funded by other countries. The atypical antipsychotic
work that was just done recently, for example, I know was
funded by the British government. So we should really be
free riders wherever possible and not reinventing the wheel.
That also means bringing into this process all the

people who already feel they're doing good work in this

area, have a stake in it. I think, for example, AHRQ plays
a very important role on two dimensions. First of all AHRQ
is funding the evidence-based research centers. That's

something I think should continue and makes good sense to
not have to be necessarily part of a center. A center might
do some funding of filling in gaps here and there or looking
at very specific kinds of issues that are not being done
elsewhere. But in large part I think it can draw on a great
deal of information that's already out there.

It's going to be a long time before we have

perfection and in the same way we talk about continuous
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improvement in health care we ought to think about it in
this sense, as well. You don't have to wait until you have
the perfect measures before you start to move forward and
help people understand what it's all about to have an
evidence-based sense of health care in the United States.

As I already mentioned, credibility with
stakeholders is really key. We need to have this be seen as
really a critical step in the process of health care
delivery in the United States with strong agreement.

I included this little chart just to make two
points. First of all, AHRQ, in a good example of not
reinventing the wheel, already has a clearinghouse for
practice guidelines, a clearinghouse for quality measures.
I think that might be a place to build on to expand that.
And then a center would draw from that clearinghouse, for
example, to say okay where is there a good body of evidence
that already exists that we could do a final review on,

a meta-analysis, some kind of additional review, and really
try to come to some kind of consensus.

That means then that it's not just the development
of a review or a consensus though, that you also need to do

other things. I see a center of this sort as also being
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involved in the dissemination and education of not only
individuals but the provider community as well. Training
and technical assistance might either be housed here or be
certified here, for example, where once you develop good
methodologies and standards for what the state of the art is
then providing that training or participating in training
and technical assistance to expand the role. The extent of
good information I think is very important.

Practice adoption is, I think, the voluntary side
of all of this effort. 1If you've got good stakeholder
interest then I think then you can expect that practice
adoption will occur.

And the role of a center then would be not to
oversee the practice adoption but to analyze its impact and
to see, once it's more widely disseminated, for example in
the case of prescription drugs or other things, that it's
really doing what it's supposed to be doing. So that then
creates a feedback loop, again to think about this as a
continuous activity. Because some things that we think make
good sense and the early data suggest they do, later on we
find other impacts, effects, and so forth that should be

thought of as this.
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That also means that stakeholders ought to be able
to come back and say the evidence has changed either for the
good or the bad and that that should be an important part of
all of this.

In terms of the structure, I think of this as
quasi-independent. I like Gail's close to government but
not too close. I think there's a danger of putting it
inside an organization such as AHRQ for two reasons. One,
it's easy to have then a political change affect what goes
on. I use, in a paper I've written, a national -- I've
totally blanked on what the acronym stands for, NREP, which
is done by SAMSHA for substance abuse policies and practices
was working really well. There was a change in not so much
even the politics but a change in the people involved in
oversight and changed the focus and the whole thing pretty
much fell apart.

I think it's very much important to have it be a
very visible piece wherever it is and not just part of the
activities of an agency that has other things on its mind
and other activities going on.

We also know that AHRQ get into a lot of political

trouble with the stakeholders when it did some practice
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guidelines. I think you have to have a sense that this
group is pretty independent.

I think it can be a relatively small size,
particularly if it's not doing its own analyses. It's
farming out a little bit of analysis but depending upon
others. And even depending on AHRQ, for example, as a
clearinghouse for some of the information.

It's critical that there be highly qualified
staff, that it be viewed as a desirable place to go. It
might even be a very good model to think about bringing in
people for a couple of years who serve and work in that kind
of environment and then go back to their own institutions in
the sense of almost a sabbatical type of activity for some
of the staff, again to keep it to be part of the mainstream
and really part of the whole process of health care in the
United States.

There ought to be strong links to other
organizations. Those organizations might even have a say in
terms of appointments to who serves on an advisory panel,
for example.

I suggest, in some work I've done, that you think

about two different kinds of panels, one that's really very



10

11

12

13

14

15

16

17

18

19

20

21

22

62

scientifically oriented and pretty much heads in the cloud
kind of group, and another that is much more grounded in
terms of what will fly, what won't fly, whose ox is being
gored. They would obviously interact in various ways but I
think it's very important to do both of those kinds of
activities.

As I've already mentioned, I think technical
assistance and training and dissemination ought to be a part
of this because the best possible outcome would be if the
health care community embraces this idea and moves forward
on its own and so that the incentives fall in line
eventually rather than to try to force people to change
their behavior over time.

With that I will stop. I think the important
thing is that this is something that could be done at
relatively low cost. Like Gail, I think it should be
largely paid for by government because government is
actually a major beneficiary. But more important, this is
something that no individual entity can do successfully on
its own, such as an insurance company. There's just too
large of a free rider problem that would arise.

It might well be that it would be desirable to be
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structured such that some of the key foundations that fund a
lot of health care work fund either work that would feed
into this or fund part of the center itself. I think that
would be a reasonable thing to do as well, although there
needs to be a lot of care again that it not be captured or
be viewed as captured by an industry. It needs to be viewed
as pretty much the gold standard that's out there and above
it all.

If it's through an appropriations process rather
than tied to something like the Medicare Trust Fund then I
think it would need to be funded over multiple years for a
considerable period of time to really give it the time to be
a little controversial, get established, develop credibility
and get beyond the first initial angst that will undoubtedly
follow of any organization that's set up of this type.

Thank you.

MS. DePARLE: It sounds like there's a fair amount
of agreement between the two of you and among all of us on
the urgency of this and what it should do. On this question
of who should do it, I just want to probe that a little bit.

So you both agree that it should be some sort of

public/private or quasi-governmental group. But I know you
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both to be pragmatic. So if I were to tell you, if you were
to assume that it would take -- to do something like what
you describe, Gail, an FFRDC with some combination of
appropriated funds and perhaps funds contributed by private
insurers, private plans -- that that would take 10 years or
maybe our most wildly optimistic five years to get that
done, would you still say you want to keep waiting for that
to happen? Or would you say we should go ahead and do it in
some second-best way with a tap on the Trust Fund and get it
into AHRQ, for example?

I'd be interested on your views on that.

DR. WILENSKY: I don't think it would take five
years. I think you could get something like this up and
running in two to three years. And I certainly don't buy
into the 10-year, because we know what they look like.
That's the advantage of having things like the Lawrence
Livermore Lab. And RAND has had these things for a long
time.

The real question, to my mind, is what's the
critical mass that you need in order to be able to
demonstrate to the skeptics and those who, for whatever

reasons, think this is not such a great idea, that the
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information produced could really be valuable so that you
get a buy-in from the people that you need?

Not based on much of anything and desperately
wanting to hear from others what they think, I think maybe
the order of magnitude of a couple of hundred million
dollars as opposed to the relatively small amounts. It's
not like this kind of work isn't getting done. 1It's being
done not just funded by AHRQ but the program out in Oregon
and various other groups that are doing things like this.

But it tends to be too narrowly focused and
specific. Although I'm always a big one for low hanging
fruit, I think it is urgent that we show by doing a couple
of high-cost, high-volume examples, as well as a couple low
hanging fruit drug or device examples. And we keep seeing
how important that is, the angioplasty study that was
reported just as the latest in a series in terms of
cardiovascular.

So I think that being able to demonstrate what it
is we mean is what has to happen, I think you could get an
FFRDC up and running within a two or three year period.

MS. DePARLE: I agree with that part. I guess I'm

talking more to the political consensus.
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Frankly, I think this would take a Congressional
enactment. That's why I'm skeptical, and you've written on
it recently, and Marilyn has, too. Maybe you're having lots
of Hill staff who a re eager to work on this. But I don't
see it moving as quickly as we think it needs to.

DR. WILENSKY: There is a lot of action, actually.

Now you know as well as anyone around this table,
but there are a lot of people around this table who know
well, talk and writing of specs -- which is going around a
lot in this area. I mean, I go back and forth as to whether
all of this is a good thing or a bad thing. In some ways, I
wish there were one or two people totally deeply committed
and that's all, and either they could make it happen or not.

I'm not sure what it means to have quite so many
people expressing an interest in something that sounds
vaguely like comparative clinical effectiveness. You may
well have a lot of different versions and I don't know how
you get them reconciled.

This is one of those few things that actually
could happen because it crosses the spectrum of interest for
people who don't have a lot of other areas of interest.

The real issue is could you -- I'm nervous about
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having it start in AHRQ because that's where it's going to
stay. I would be much more comfortable in trying to have it
start in something that reports to AHRQ but that isn't
there. I don't know that that is what will happen. I think
most of the legislation probably will expand to function in
AHRQ.

That's a model that will blow up AHRQ in the sense
that it won't be able to do any health services research,
and that's the only place that that goes on. And I think
for the reasons Marilyn suggested and I agree with, it's
politically vulnerable. And it doesn't meet the close but
not too close definition that I have.

So this structure of what can we do so that you
get the buy-in, this kind of information that really could
help Medicare make a decision. Instead of beating our
brains out about one drug eluting stent versus another,
trying to get some serious work focused on the spectrum of
treatment of cardiovascular disease between conservative
medical treatment through the whole range to bypass surgery,
of indicating, of picking a couple of examples and really
trying to focus that go beyond drug A verses drug B, stent A

versus stent B.
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DR. MOON: I would only say that I think that
rather house it in a government agency temporally, where it
tends to then end up staying, if there was a feeling that it
couldn't happen right away perhaps one could get RWJ and two
or three other places to say we're going to get this
started. We're going to create the model. We're going to
put $200 million into this for two years and really launch
it that way, where it starts out as independents in that
sense.

If you could get key opinion leaders, key thought
leaders that are really respected in the health care
community to join in with a consortium of foundations, that
would be my druthers, rather than starting out with a small
amount and a government agency that would then tend to be
just tapping, as Gail said, what else was available in the
way of resources for that agency.

DR. WILENSKY: I would have no problem with that.
I'm not sure it would happen any faster.

DR. CROSSON: I actually have two things. One is
a question for Gail and the other is a comment on Marilyn's
presentation and I'll start with that.

First of all, thank you very much for both of
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these. These are extremely good.

On the issue of dissemination, I Jjust want to
emphasize the importance of that. About 10 years ago in
Kaiser Permanente we put together something we called the
Care Management Institute which was really centered at
trying to develop or at least assemble the evidence tables
for both existing procedures and other things that are new.
And then, throughout our organization, once we had concluded
what we thought was the most sensible approach, to try to
get that implemented.

As we moved through the first year or two we
realized that the dissemination piece was a good deal larger
and more complex than figuring out what the right thing to
do was, and ended up actually with an allocation of two-
thirds of our resources in the dissemination area.

At the time we also had the example of AHCPR which
had developed some very good things which ended up as
pamphlets gathering dust on the shelves of physicians'
offices. So I would just emphasize that I think in the end,
and it may not speak to necessarily the role of this entity,
but in terms of the effectiveness of the approach the

dissemination issue is going to be important.
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In thinking through what dissemination actually
means, to whom, by what process, and as you mentioned how
that's linked to payment incentives is going to be very,
very important.

The gquestion I had for Gail was I agree
absolutely, again, that including procedures and not just
drugs and devices, and certainly existing procedures, drugs,
and devices as well as new ones is very important. It
brings up the whole issue of prioritization. We have some
example from NICHE as to how to do that.

But you also mentioned very quickly that you
thought that focusing on conditions was important. I wasn't
quite sure what -- I think I agree with it but I wasn't
quite sure what it meant. So I was wondering if you expand
a bit on that.

DR. WILENSKY: 1It's an attempt to not focus on the
therapeutic in a device per se because you get yourself in
too many silos in terms of your thinking. So if you're
thinking about -- although as part of focusing on the
condition you may very well at various points look at
different therapeutics as part of the treatment of a

particular condition.
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What I am concerned about is, and I'll use the
examples frequently that have come up in terms of
therapeutics that are going to treat some chronic disease,
either diabetes or congestive heart failure -- in areas that
focus primarily on therapeutics, not really looking in a
disease management concept of the impact that having
therapeutic of a particular type or combination with
advanced nurse practitioners or whatever can have on the
clinical effectiveness that goes beyond looking at
therapeutic A verses B. And so it's focusing on the
condition you're treating, like cardiovascular disease or
chronic diabetes or whatever, that allows you to focus on
the right -- allows you basically to ask the right gquestion.

So that's really -- it's having your focus be the
condition rather than the specific narrowly defined
intervention.

And the where, again I don't think Marilyn and I
have a lot of disagreement in terms of the governance
concepts of this overlaying between stakeholders and the
need for having a broad scientific advisory group and then
having specific -- like I think of links down below for

issues that are cardiovascular, having a cardiovascular
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specifically designed panel of advisers but an overall
advisory, and then an overall stakeholder that goes probably
above.

How you choose high-cost/high volume and where you
have options so that it would make a difference. That's
sort of the basic strategy about how you choose where to
intervene. 1It's got to make a difference and it's got to
have an option.

DR. CASTELLANOS: Gail and Marilyn, thank you.
That was an excellent presentation.

As a physician, I can speak a little bit from the
medical community. I think of this is done appropriately
you'd not only get encouragement but enthusiastic support
from the medical community.

And Gail, I congratulate you for reaching out
early in the stage to the medical community. We want to get
involved. Right now we don't have good evidence-based
medicine to plan our treatments and what we're doing.

I truly agree with you. We don't want to look
just at devices. We don't want to look just at drugs. We
want to look at procedures and care patterns.

As you said, I think this is how we spend the
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money, we need to spend it smarter.

One of the things I really believe is that this is
good educational process in the medical education field.
When this gets started this would be an enthusiastic thing
to put in the training early on. This is what we have
discussed on some other projects with MedPAC and I would
certainly wholeheartedly support early intervention and
support by the medical community.

DR. WILENSKY: You may hear more from me.

DR. MOON: I'd just 1like to add that I think that
that's an example of thinking a little more outside the box
in terms of dissemination, of getting involved very early on
and getting groups involved in it so they feel they have a
stake in the whole process. You have to think beyond
pamphlets. You have to really think about changing behavior
and affecting people where they have a chance and an
interest in listening.

MR. MULLER: My thanks to you, as well. I
personally favor something very much along the lines that
you suggest. In fact, I like the NIH model where you have
intramural as well as extramural expertise because you want

to take advantage, as you both said, of all the work that's
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being done, whether it's through universities or the RANDs
or the think tanks or the health plans around the country.
You want to take advantage of that through grants and so
forth, as well as have some intramural base.

I want to follow up on the line of questioning
that Jay and Ron raised and whether what goes under the
label of dissemination or implementation. As Gail's
presentation pointed out, also echoed by Marilyn, we have a
system that we've all been thinking about for 15 or 20 years
where the incentives are to kind of just do more. You have
doctors, you have hospitals, you have pharma, you have
device. You have everybody now who knows how to read the
signals in that system.

I think one of the critical challenges is how do
you implement anything? Obviously, once you get into
implementation its fraught with much more political
consequence and, in some sense, danger for this. As opposed
to 1f one of you said you want some people who just have
their heads in the clouds and do science. But I think to
really get any changes in the system one has to look at the
kind of interplay of how the system works with its

incentives as well as good science in terms of evidence-



10

11

12

13

14

15

16

17

18

19

20

21

22

75

based medicine, as Marilyn coined it.

How much would you have this agency, this group,
whatever, get into the world of dissemination and
implementation? Because I think one of the real critical
challenge is not just knowing the right thing to do but how
do you get people to do the right thing? Is that a field
you would broadly get into?

So it's not just a matter of whether you use bare
metal stents or drug eluting stents, but how you have to get
people to change their conduct? I think we heard from one
of our panelists a few months ago that when the first
evidence came out the drug eluting stance versus bare, in a
system like the U.K. where you have the central funding the
behavior changed quite directly overnight. The behavior is
changing modestly inside the U.S. in terms of whether
they're using the drug eluting stents. And obviously in
systems where they have more central control one can force
behavior in addition to encourage behavior.

How much would you get into the world of
implementation as something that you want to look at
evidence on? Or is that something that is a little

dangerous to get into?
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DR. WILENSKY: I'm a little uneasy that -- it's
sort of like this -- I want to really protect this center.

I don't challenge or question the importance of the
dissemination. My gut instinct is this is a significant
sizable activity, up at a full running stage. I've talked
in the past $4 billion to $6 billion, could be. It could
justify more than that. But this is not a small activity.
It's very much the intramural/extramural model of the NIH.

I'm a little easy, especially any time early in
its history, of having the dissemination function be it.

Now it may well be that that's a terrific function
for an AHRQ to undertake.

DR. REISCHAUER: Can I ask a clarification between
dissemination and implementation? I thought you're really
talking about implementation, not spreading the information.

DR. WILENSKY: ©No. That is for other groups to
make use of.

What we are lacking now, for institutions and
clinicians who want to do the right thing, and for payers,
public and private, who want to incent more sensibly, they
can think they're doing that. But, it's pretty darn hard

because the kind of information they would need is just not
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available. I think some people are more acutely aware of
that than others.

This is to say we've got to get this information
available that other people can use in trying to change

behavior, depending on how they design the reimbursement

systems.

Again, I look at this primarily as a reimbursement
issue not a coverage issue. I think that should go on. But
for sure I do not want that anywhere near this center. I

think that's immediate death.

MR. MULLER: Let me clarify. What I was looking
at was not just information on stents or devices and so
forth, but information on such and such a health plan has
really done this well. This public agency in Oakland wversus
Denver has really figured out how to do diabetes management
and so forth. 1Is that something you look at?

DR. WILENSKY: I don't see the report card writing
again being a function of -- Bob Reischauer has mentioned,
not in a direct dialogue on this, the need to include
information on delivery systems on the comparative clinical
effectiveness. Now having it be broadly enough defined so

that the delivery system impact on clinical care and
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clinical outcomes, since there can be an awful lot about how
well the physicians and hospitals are integrated and what
kind of -- you could imagine a lot of reasons why that could
impact the clinical effectiveness.

Again, I'm all for reporting and scorecards and
all the rest. Not here, somewhere else.

DR. MOON: I would just say though that I think
there are a couple of areas in which you could have this
involved. I think one thing is if you felt that if the
center was, for example, came out with a finding and some
entity was going to implement it and then you were going to
do an analysis with it, I think there's nothing wrong with
that and having that be part of the center. I think it
might be very good then to give it a stamp of approval.

It would be nice to find some positive ways to
reinforce behavior as opposed to just the negative ways of
saying we're going to stick it to people in terms of
reimbursement or coverage.

The other thing that I think, again in terms of
thinking creatively about dissemination, is we're on the
verge of all of these changes in technology in terms of

electronic medical records and so forth. The integration of
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that information with information on good practice where it
gets integrated, I know the forward thinking places like the
Kaisers and so forth, where a prompt comes up in real-time
as someone 1s talking to someone that says do you know the
new finding says that this is the better approach to use.
That gives the physician something, a tool right at that
moment rather than expecting him to read one of the I don't
however many thousands of medical articles there are that
come out every year these days.

I think making it easy for people to get good
information should be part of this because you don't want
this to be so pie in the sky that everybody says this is
great and ignores it.

DR. WOLTER: A couple of things surprised me that
I heard, maybe just because of the way I was thinking about
things. The first one is I had in my mind kind of two
buckets of work. One is things like drug eluting stents or
lung reduction surgery or the efficacy of off-pump cardiac
surgery, kind of medical things I guess you might say. And
then the other, Maryland, are the things that you're talking
about. I guess you might call it health care delivery

organization and how that can affect outcomes. Do rapid
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response teams decrease CPR, et cetera? Do ventilator
bundles reduce ventilator associated pneumonia, and some of
the work that's going on in terms of clinical improvement.

In that latter category I think we're vastly
underfunding research right now and I'm glad to see that
being highlighted by you.

I guess what surprised me is I was thinking about
those as maybe being done in different places, as they're
somewhat different skill sets or types of research, although
hearing you I can see how they can both be done in the
center. But some of these things are now being done in
AHRQ, the health delivery research for example. I wish we
could be doing more of it.

The second thing that surprised me just a little
bit, Gail, was the comment -- I think I heard this -- that
maybe we wouldn't want to include cost effectiveness in this
work.

DR. WILENSKY: You definitely heard that. Again,
let me try to be clear.

DR. CASTELLANOS: Can I just say that what I was
thinking about that, it seems to me we're at a point where

we should get the culture of medicine in our country to see
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that as worthy as clinical effectiveness. And is there some
way that we might do both in advancing that cause? I think
there's pros and cons to the discussion, I guess you might
say.

DR. WILENSKY: Again, I believe they should be
done separately by separate entities. One is a purely
political strategy. I think it is the kiss of death to have
them come together. And because I think it's so important,
I don't want it to happen.

But I also regard the cost effectiveness as --
this is hard, and to some extent, ephemeral in terms of
trying to establish comparative clinical effectiveness
across various medical procedures and that's why it's an
iterative process. It's always going to be a work in
progress and some of it will be better than others. And it
will go on elsewhere. Just as the NIH is not the only place
that biomedical research goes on, it goes on in many other
places, some of it funded by NIH but a lot of it just funded
and done outside of NIH. I assume that that will be the
case here.

But also, it is even the concepts again, while

appropriate to be considered and used in terms of ultimate
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decision-making, the concepts in terms of cost effectiveness
and cost benefit analysis are even more ephemeral than in
comparative clinical analysis because the ability to measure
costs and what it is that you can measure and count as cost
is more difficult. The costs change over the life cycle of
many technologies based on both the volume and the
experience level.

And while I don't want this to be regarded as not
wanting to make investments in cost effectiveness and having
that be an element in terms of decision-making, because I
believe in both of those, I think this is a sufficiently
significant difficult activity on its own ultimately of a
very significant volume, closer to NIH than AHRQ in terms of
what's going on, that I think it will be better to have it
be regarded as a place where what is known on comparative
clinical effectiveness but including the impact of different
delivery systems on clinical outcomes is available and
updated and that it is the basis that wvarious public and
private payers can use along with cost-effectiveness
analysis and others to make more rational decisions.

And I don't view it as a take away. I view it as

the best shot we have of making sure that the stuff that
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really is likely to provide good clinical benefit to people
who will benefit is being made available, as opposed to
trying to find arbitrary ways to exclude because we don't
have enough information to understand the subgroups in the
population that are really going to benefit.

Because I actually believe almost any these new
strategies coming out, and a lot of existing ones, make a
big difference to some group. But we have very little
information about which group that is.

So I don't regard it as take away. I regarded it
as the best shot as getting people as fast as we can to what
will work for them even if it's really expensive.

DR. MOON: I guess I agree that you've got to be
really careful because you don't want to set up a center
like this for failure.

On the other hand, I don't think you can go very
far for very long in this area without coming up against
that issue because some of the comparative effectiveness
analysis is going to suggest two things are pretty
equivalent. And if one costs 100 times the other, how can
you avoid talking about that? So it seems to me this

shouldn't be the primary goal.
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But since I also see this as a place to vet and
really try to improve the methodologies that get used and
develop some consensus on that, it seems to me that cost-
effectiveness would be then a natural evolution over time.

I think the worst thing to do would be to say
there shall be no cost-effectiveness. You will never look
at that. Because that kind of precludes what could be done.
I'm not saying that you promote it or that you do that
initially because I think you have a ways to go to foster
the credibility.

But I do think that it's something that should be
out on the horizon and thought about because otherwise
realistically we're not going to be talking about this as a
lot of people think of it as this is the next magic bullet
for saving the health care system. I think that that goes
too far and I wouldn't ever make that claim. But I do think
that the opponents of this approach are going to be
opponents whether cost-effectiveness is on the table or not.
And the proponents are also going to be in the same boat, to
some extent. It's only a few people in the middle who can't
quite decide and one sounds more threatening than the other.

So I'm a little agnostic about it. I wouldn't
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think that this is something you would promote initially.
But I don't think it's something you want to totally rule
out and say it's beyond the pale. And the way to start that
would be on something that's incredibly obvious or where you
just can't escape it effectively, it seems to me.

DR. REISCHAUER: I have very reluctantly been
convinced by Gail's arguments on this. I think there are a
lot of big political hazards here.

I think Marilyn is right on the money saying you
don't want to preclude it forever but step very gingerly
into this.

But if we think about what is, in effect,
comparative cost-effectiveness analysis, the benefits are
likely to depend critically on characteristics of the
individual to whom the treatment or whatever is being given.
And the costs are likely to depend critically on the nature
of the delivery system. Kaiser is going to do this at a
very different average cost than some other entity is. For
that reason, coming out with averages really riles a lot of
people up and doesn't provide any useful information to
insurers, to plans, to consumers.

So I think we'd do well to listen to the advice of
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our expert panel.

DR. MOON: Gail certainly knows more about the
politics than I do, but I would say that I'm on an advisory
panel for a program in California that looks at the cost of
mandates, for example, and what would be the cost of adding
new things to mandates. And I found it very interesting,
and they do this struggle and I think they do it in a way
that's a very useful kind of discussion that has kind of
brought to the fore what are the challenges. And they talk
about those kinds of issues, public issues, private issues.

It's been a great educational experience and I
think that it shouldn't be promoted as policy initially, but
I just think that it's important not to take something off
the table.

DR. WILENSKY: Again, never say never, number one.
And the second is this economist isn't going to say that
cost doesn't count for decision-making. I Jjust think it is
possible and appropriate to have a center that is
establishing a huge amount of information that is not
currently known on a wide variety of clinical areas and to
have those who -- and to not have payers look like they are

having anything to do with that because of the credibility
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and objectivity issue, and to have payers appropriately
thinking and worrying about cost issues although it's not
only do I agree with you that it depends where it's being
delivered, it frequently depends on who is doing the
purchasing as to what the cost is.

So for all of those reasons, it's important, it
ought to be done, it could be possible for a university or
foundation work to do some estimating that would say if the
cost does not exceed a certain amount or the price does not
exceed a certain amount it would provide effectiveness using
traditional measures as developed by NICHE or whatever in
terms of not exceeding 20,000 per life year saved or using
any of those.

But again, I would not have this be part of the
activities of the center. I believe the politics are a
really serious issue.

MR. HACKBARTH: ©Nancy, did you have your hand up?

DR. KANE: I think I've gotten a little bit
clearer what I wanted to ask because I've listened. I guess
it goes back to what Jay started with, which is around the
dissemination and what do you mean by that.

I started off looking at your training and
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technical assistance and saying who would you be training to
do what? And then I thought maybe you're training people
how to do this kind of analysis better. But then I thought
you were trying to train delivery systems and payment units
and the medical schools how to use the information better.

I guess I'm still back on I'm not sure what that means.

So I guess I'd like to get your thoughts more on
what information development and dissemination means to you
and whether or not you think that's perhaps just an area
that we need to do a lot more research to understand what's
the best way to get the findings of this kind of scientific
analysis out there into practice.

DR. MOON: By putting these two things on the
table I was really trying to emphasize the fact that I don't
think that this should be viewed as an academic exercise
that doesn't have applications. And particularly if you are
keeping it aside from -- which I think is appropriate -- the
actual decision-making of this should be covered, this
shouldn't be covered, et cetera.

So from that standpoint I think then it's very
important to spend some time. The training and technical

assistance I had in mind was really more in terms of if this
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was viewed as a body that said okay, we've reviewed these 12
randomized clinical trials and we find that these three
really work the best and here's why. Then I think technical
assistance and training of researchers in terms of best
practices of sharing information and good ideas and bringing
people together that way, that's really what I meant in
terms of training and technical assistance.

On the dissemination side, I had something broader
in mind. And that was the notion of making everybody who
has a stake in the system, providers, payers and consumers -
- which is a big task -- aware of it. And some of it may
well be just making it available and then assuming other
people will jump in. We have lots of examples in the
government where we develop things and develop the materials
and then there are whole industries that develop around
training people and disseminating information.

But I think it also involves thinking creatively
about if you've got the buy-in of the provider community, of
also getting them to talk about okay, how do we get this
information out to your people? What are the best ways?

Can we write algorithms that could go into electronic

medical records to provide information on a real-time basis
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as opposed to the news flash in the paper that says here's
this latest study?

Are there things that there's a website that has
key findings at five different levels? Like NICHE does,
here's the one-page summary, here's the three-page summary,
here's the 35-page summary, where people could delve into it
at different lengths.

That ought to be viewed as a key opportunity
that's a responsibility of the center as well as developing
the consensus around information.

DR. WILENSKY: There's a training that I haven't
given a lot of thought to but Jack Rowe does. And since
we've been speaking together a lot he's gotten me thinking
about this. And that is whether or not there are enough
people out there with the appropriate training to be doing
all of this comparative clinical effectiveness? Probably
the economist in me has always assumed put the money out
there and they will come. But I'm willing to concede that
at least early on it might be necessary or worthwhile to
have some money set aside for training grants. I don't know
how much work needs to be done on the methodological part in

terms of trying to make that more robust.
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So it is possible that even if you could take the
attitude put the money out and they will come, it would
overwhelm any other activity. So the notion of trying to
help, at least in the short term, to make the equilibrium
happen faster is worthwhile. I don't know that I know a lot
more than that. But it's an issue that it might be worth
thinking about if this really gets ginned up to be a very
serious investment.

MR. BERTKO: A quick comment and then a gquestion.
The first is, like others, I think this has been a very
thoughtful presentation. And Gail I like your close but not
too close, with say the idea of getting the buy-in and
support from the private sector, both the insurance industry
who would use this public good, and the large employers who

are somewhat separated because most of them are self-

insured.

And then along those lines, I think you mentioned
using administrative data. I think of this as follow-up
studies. Would you view whatever this agency looks like,

the center, as being a place that might my collect some of
this administrative data from the private sector?

DR. WILENSKY: I hadn't thought about that, but
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there's no reason why not. I had put that down to indicate,
I don't think it's appropriate, nor would I want is to be
exclusively looking at randomized clinical trial data and
nothing else should enter. 1It's important that people
looking clinically or as patients or as payers understand
the robustness of the studies that are underlying what is
known, including the quality of the data. But I certainly
would use administrative data. But I'll give some thought
to that.

I don't have any objection.

DR. MOON: I think another advantage might well be
if this was viewed as a place where you could get
repositories of data that are not normally available, again
that would attract staff just for the purpose of being able
to do interesting studies that couldn't be done elsewhere,
as well.

DR. REISCHAUER: I think also you want a place
that can clean and standardize and protect identities of
data in a common kind of way so researchers can access and
use this stuff more efficiently.

MS. HANSEN: Thank you again, and I can see both

the protection of it, and then I'd like to kind of hook onto
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some of the conversation about the application side. I
think I sit on this panel as kind of your beta test of
drilling it all of the way down to the practice side of
this.

The technical assistance, Marilyn, I understand
the idea of that. I think what I like to assure is that
some way that the hook on, whether it's with the center or I
think as Gail was saying you want to keep the purpose, the
mission fairly clear and tight. But the ability to see that
the usefulness of the information really happens on the
ground level. Because there are good information and it
comes from different sectors, whether it's the treatment of
heart attacks that come from the cardiology side or the
diabetes protocols. But it's not really fully integrated.
Some of it, I think, was brought up that it's a culture
issue. If you don't have something like a Kaiser or some
places that really look at that. Then it's the
implementation piece, I think, that I just don't want to get
lost because oftentimes it's a 1 percent of inspiration but
it's the 99 percent perspiration that really will make the
change of all of the stakeholders.

And I don't know whether having the physicians
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involved early will make that difference to make sure these
practices are done. And that somehow the ability to have
these really evidence-based practices that may get changed
over time but nevertheless are really out in the field
expected, the incentives built into it, the public reporting
goes along with it as well. So that it's all the way
through.

Because it's wonderful to have this set up and
that is the building block. But without the execution, the
excellent important execution that is both technical and
cultural, I don't know that it wouldn't be again another
great and really highly regarded place.

But I'm kind of representing the masses and the
ability to see that it really happens, the people's care is
better. And indirectly then the costs are done. Because I
don't want to pay $100 for a medication when I know that the
efficacy is better at the $20 level.

DR. WILENSKY: Or comparable. The answer is yes,
I support what you said completely.

DR. MOON: I think another role for an
organization like this is trying to provide, especially if

it has credibility, a place where people can go for
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information that they know is going to be accurate. 1It's
not that we lack information right now. It's just how do
you sort through it? If you Google anything these days
you'll get a million hits. The question is which of those
million should you listen to?

Unfortunately I see, to some extent, in students
and other people this change in which sort of as long as
it's out there the information must be good, as if journals
that do peer review are just the same as websites where
people can plunk up there whatever they want. I think there
needs to be some attention to that. You're not going to get
rid of the bad stuff but hopefully you can at least have
ways in which people can feel assured that they know where
to go.

Unfortunately, not everybody knows which are the
good websites.

MS. HANSEN: As they say, it's not just the go to
information. It's really having a turnkey process that it
drills all the way down so that it makes a difference in
quality of care, in cost, based on the evidence that's
there.

So I just would like that not to get lost in this
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process that perhaps comparable funding or some kind of
emphasis in our support of this kind of policy change that
has practical implications get drilled all the way through.

DR. WILENSKY: I think the idea of having
physicians participating early is important at all levels in
terms of having this both happen and having it impact
practice patterns. Realistically there are a whole lot of
other changes that are going to need to occur in addition to
the significant investment in a comparative clinical
effectiveness center in order to have all the things that
you just mentioned happened.

So I would not want to suggest that if the kind of
investment I'm suggesting is made all this other will
necessarily happen, which I agree it needs to occur. It's
just there are a whole other series of steps that will need
to happen. But the early involvement of physicians,
certainly won't hurt and it is, I think, an important
necessary element to have this have any chance.

DR. MILSTEIN: At our last Commission meeting, if
one were to run calculations based on responses from Peter
Newman on what this might do, not only for the health of the

beneficiaries but also for the sustainability financially of
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the Medicare program, the returns on investment associated
with such a center were very robust. They were off the
charts if you even take the low end of Peter Newman's
estimate of recoverable waste in current treatments that are
not well matched to patients.

I'm very supportive of a center but I wanted to
follow up on Nancy-Ann's concern regarding political
feasibility, which is a domain in which I consider myself
not very knowledgeable.

Congress, in its most recent legislation, has
signaled support for the concept of pay for reporting
preceding actual pay for performance, essentially pay for
performance simply as a form of a variable payment based on
comparative clinical benefit, which is the goal of this
center. Do you think it would be any more politically
feasible to use something along the lines of two-tiered
payments and/or copayments to incentivize suppliers and
providers to fund credible third parties such as AHRQ-
designated evidence-based practice centers to conduct and
report robust comparative effectiveness studies? 1It's
simply a different way of getting to the same destination.

Is it any more politically feasible? Or perhaps it's less
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politically feasible. I guess I'm asking for a political
feasibility rating.

DR. WILENSKY: It seems a little convoluted.

DR. MILSTEIN: Essentially it's building the cost
of the study into the cost of the producers who are
benefitting economically from the treatment rather than --

DR. WILENSKY: It just seems to me there are
better ways to get them to contribute like to be included in
a tap on funding than to do it that way because you have
much less control over what gets done and how it gets done.

I actually like using tiered copayments as a
steering mechanism a lot. But I think about it more as
having the lowest copayment for the most clinically
appropriate, to do the steering that way. And also the
notion of reimbursing more if you get more. But rather than
saying no, the reimbursement is geared toward what we know
clinically.

This just seems a little too convoluted for me.
I'd be glad to think more about it. If you've written it or
if you write it so I can think about it, that's just sort of
an initial reaction.

And obviously issues of political feasibility are
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judgment, at best, in trying to learn from sensitivities to
past successes and failures. You don't want to get too hung
up on not trying things. But it does seem that this is an
area in which there are a lot of strange bedfellows that are
getting grouped together because they see this as a helpful
building block for what needs to happen, although I suspect
if you look into what needs to happen down the road there
will be some huge disagreements. But since they all need
this it's not a bad place to start.

DR. MOON: I also think it sounds a little
convoluted and I'm only a little -- I think that some of the
trends to do too much tiering of copayment and so forth and
expect consumers to be really good consumers without
providing the information gets to be backwards. When people
talk about consumer empowerment I always start to put my
hand on my wallet and run for the door because it Jjust makes
a little nervous that way.

I don't have a problem once the information is
there and people can make good choices. I think to expect
it to happen just through economic incentives is an issue.

DR. WILENSKY: It has been an interesting some of

the early reports on pay for reporting, Jjust the public
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reporting is producing some organizational change. And that
is positive. I initially was quite against pay for
reporting. It was like, no, no, if you don't provide the
information you don't get Medicare payment. But I have
mellowed and decided that we've managed as long as we have.
And if this pushes us into getting good reporting, that's a
first step.

And while I'm a little skeptical that just the
reporting will continue to produce desirable behavior
changes over time, I'm happy to get what we can get early on
since we're not really ready to go much further.

So I regard -- I mean, there are just a lot of
things that need to be done to try to move where you're more
likely to get good clinical outcomes and efficiently be
provided health care system. And a lot of, I think, the
things that get talked about might help us move to a
different delivery system, including information about the
difference it may make for clinical effectiveness, when you
have physicians and hospitals actually working together, for
example.

MR. HACKBARTH: Okay, thank you both very much.

Excellent presentations, and we really appreciate your time
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and your insight.

We're going to have a public comment period which
will happen behind you. I suspect that some of the comments
may be related to this topic, and you're welcome to stay for
that.

So we will begin the public comment period with
the usual ground rules. Please keep your comments brief and
begin by identifying yourself and your organization.

MS. LYNCH: My name is Ann-Marie Lynch and I'm
speaking on behalf of the Advanced Medical Technology
Association or AdvaMed. Thank you for the opportunity to
comment this morning.

AdvaMed is strongly committed to evidence-based
research and we support comparative effectiveness research
to improve clinical outcomes in quality of care.

AdvaMed believes that there are certain key
principles that should be applied to any entity or
initiative involving government funded comparative
effectiveness research.

First, comparative effectiveness research should
provide better evidence for physicians and patients to use

in making individual clinical decisions.
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Second, patient access to optimal care for his or
her condition is paramount and must be protected. So we
agree with Gail that a government funded entity performing
comparative effectiveness research should neither make
coverage decisions nor make recommendations about coverage.
And AdvaMed has serious concerns about using comparative
effectiveness research to deny Medicare coverage.

Such research typically analyzes which medical
intervention, on average, is usually more effective across a
population. However, the intervention that is generally
best may not be best for an individual patient. So we
therefore urge the Commission to exercise great caution in
this area in order to protect patient access to care.

Third, the medical device technologies pose unique
challenges for comparative effectiveness research. Device
innovation is iterative and evolutionary. And the
effectiveness of a particular product often depends on the
health care professional training, experience and skill. So
comparative effectiveness research must consider those
effects of both training and experience on outcomes and
should only be conducted once a technology really has an

experience base and is widely available.
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The fourth principle is that comparative
effectiveness research should include studies of health
systems changes that affect the management and delivery of
health care such as the use of preventive care, screening
services, and the interventions to reduce medical errors,
and information technology that were often discussed this
morning.

Fifth, we agree that the process used to conduct
this government funded comparative effectiveness research is
crucial and should be open and transparent. The process
should allow stakeholder input in setting research
priorities, the methodology and proposed findings, and the
stakeholders should include patients, physicians, hospitals,
and experts from the whole medical innovation sector among
others.

Sixth, in thinking about comparative
effectiveness, it should be evaluated over an appropriate
time period to ensure that all the relative benefits are
considered. The episodes of care should be specific to the
condition of the disease, not artificially set at 30 days or
60 days or even a year. The appropriate time period may be

a hospital stay or an episode that includes acute and post-
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acute care, or the appropriate time period may be several
years for some technologies.

Finally, any government funded comparative
effectiveness research initiative should only perform
clinical effectiveness research, and it should be used to
inform medical decision-making. By focusing on well-
designed clinical effectiveness research, the quality of
care should improve and ultimately should be a favorable
impact on the overall efficiency of the health care system.

Thank you very much for your time.

MR. HACKBARTH: Okay. We will adjourn for lunch
and reconvene at 1:30.

[Whereupon, at 12:29 p.m. the meeting was

recessed, to reconvene at 1:30 p.m. this same day.]
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AFTERNOON SESSTON [1:33 p.m.]

MR. HACKBARTH: I think we've got most of the
commissioners here.

Nancy's going to lead us into a continued
discussion of comparative effectiveness.

MS. RAY: Good afternoon.

Gail and Marilyn discussed why the U.S. needs more
information about the comparative effectiveness of health
care services and the need for an entity whose mission it is
to sponsor and disseminate such information to the public.

The goal of this session is to get your feedback
about a chapter on this topic for the June report. We'd
like you to raise any points that you didn't make at the
previous session.

You may want to consider a draft recommendation
about the importance of a federal role in producing
comparative effectiveness information.

Spending on health care is substantial and
increasing rapidly. Public and private payers are looking
for ways to get more value. Comparative effectiveness is
another tool that has the potential to promote care that is

more efficient and of higher quality for both public and
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private payers.
Comparative effectiveness will help fill in the
gap between what providers know and do not know. Increased

health care spending does not seem to be producing uniformly

better outcomes. Providers and patients have little
information that shows what treatment works best. Several
recent examples demonstrate this. For example, an older

drug class works as well as a newer class of drugs for the
treatment of hypertension.

There is no one public entity whose sole mission
is to produce comparative effectiveness information. For
example, AHRQ looks at comparative clinical effectiveness.
The Agency has set up the infrastructure and has already
completed reports and disseminated information to the
public. However, AHRQ's mission is broader than just
comparative effectiveness.

Comparative effectiveness is underproduced by this
private sector. Last month we discussed that some
researchers contend that it is a public good. So private
groups have less of an incentive to sponsor the work. And
when they do sponsor this type of research, researchers have

raised concerns that some studies are less transparent and
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are biased.

Here are the key reasons to generate comparative
effectiveness information. Providers and patients could
become better informed and value conscious. Private and
public payers could use the information to make better
payment decisions. Over time it might reduce geographic
variation and improve quality and safety.

It may not necessarily reduce health care spending

if it increases the demand for services that are recommended
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but are underprovided. But it may improve the value of

health care spending.

The second
to flesh out some of
entity whose mission
credible comparative

useful to patients,

would be independent,

half of your mailing materials begins
the key functions and activities of an
would be to produce objective and

effectiveness information that is

providers, and payers. Such an entity

would identify research priorities by

seeking input from patients, providers, and payers to better

ensure that its agenda items were relevant.

It would sponsor intramural and extramural

research. The entity does not have to reinvent the wheel.

It will not be necessary for the entity to conduct all of
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the research in-house, rather the entity can make use of
existing resources. It would operate under a transparent
process and methods. It would re-examine the effectiveness
of services over time -- Marilyn and Gail referred to it
being dynamic -- particularly when new information about a
service's effectiveness and safety becomes available.

It would disseminate information to providers,
patients, and federal and private health plans.

The entity would not have a role in making either
coverage or payment decisions for public or private payers.
Rather payers could voluntarily use the information to, for
example, design payment policies or pay for performance
policies.

The draft chapter also begins to discuss some pros
and cons about different ways to structure an entity and
finance an entity. The chapter does not reach a conclusion.
The Commission could study these issues in greater depth in
the future. An entity could be either public,
public/private or private.

I'm just going to briefly talk about two of the
public/private options. The one that some researchers have

talked about is called a Federally Funded Research and
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Development Center

FFRDCs are private not-for-profit research
oriented organizations operated by universities and
corporations but directly linked to an Executive Branch
agency. Another public/private option is a Congressionally
chartered entity. It is more distanced from the federal
government than FFRDCs. Some Congressionally chartered
entities are research focused. Both of these public/private
entities can accept some private funding.

Within each of these options existing federal
agency, new federal agency, public/private entity, or
private entity, an external board of experts might oversee
the development of its research agenda and ensure that the
research is objective and methodologically rigorous. Unless
potential users regard the entity as producing objective
data, they may neither accept nor use the information it
produces.

Its funding could come from some public and some
private sources or from all public sources. Funding could
be voluntary or mandatory. The entity's governance and
financing will affect its stability and its ability to

conduct independent and objective research. For example, an



10

11

12

13

14

15

16

17

18

19

20

21

22

110

entity that relies on appropriations might be more
susceptible to political pressures than an entity with
mandatory public funding. Private groups who voluntarily
fund the entity might attempt to influence the entity's
research agenda.

On the other hand, mandatory funding could mean
that the entity is less accountable to those who fund it.

I'd like to conclude my presentation with this
draft recommendation for you to discuss. It reads that the
Congress should charge an independent entity to synthesize,
produce, and report on comparative effectiveness of
alternate health care services and disseminate this
information to patients, providers, and public and private
payers.

The implications of this draft recommendation are
on the slide. Because there is no provision in current law,
increasing the capacity to assess comparative effectiveness
could, depending on how it is funded, increase federal
administrative spending relative to current law. Such
information could improve decision-making by patients and
providers and payers.

MR. HACKBARTH: Questions or comments?
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DR. WOLTER: This isn't well formed in my mind but
I'm still interested in this issue of alternate services,
lung reduction surgery or certain technologies, et cetera,
versus other things in health care delivery that can create
clinical effectiveness, whether that be -- as I mentioned
earlier -- rapid response teams. We saw an example of an
interesting thing this morning, RN hours, some things like
that.

And do we need to create some clarity about what
we would expect this agency to do? And would we expect them
to do both of those types of effectiveness work?

And maybe we don't need to create that. That's
why I say I'm a little unclear on this myself but it keeps
coming back to my thinking.

And then the phrase in the recommendation
"comparative effectiveness" probably doesn't create clarity
around the conversation we had this morning on the cost
aspect of effectiveness. I don't know, maybe we want to
stay away from that. But it certainly could be interpreted
to include it, I guess you might say.

MR. HACKBARTH: Actually, I think it might be a

good idea for us to spend a minute on this cost
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effectiveness issue. I'd like to get a sense of where the
commissioners are.

In my own thinking, and Mark and I had a brief
conversation about it. It sounds like his might be a little
bit different than I had been thinking if it.

I had been thinking, 1like Gail, that this entity
would focus on producing information on comparative
effectiveness. Decisions about its use would be made by
providers and patients and the various payers. Translating
the comparative effectiveness into cost effectiveness, I
thought, might be something that the payers would do since
the cost element that would be affected by the payers'
policies and that part of the analysis.

And so I had been thinking of separating the two
in that way. Mark, you had a different thought about it.

DR. MILLER: I think mine were more along the
lines, I think Marilyn probably captured it best in the end,
that you don't take it off the table, that you can have a
situation where you say these things might be equally
effective but vastly different in cost. And so you might
want to leave open the notion -- and she sort of said this,

as well. You can find yourself staring this question in the
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face time and time again, even with the clinical comparison.

If it were entirely up to me I would be absolutely
clear, and I think there's general agreement on this, this
entity doesn't have line authority. It doesn't make
coverage decisions. It doesn't make payment decisions.

But if it were entirely up to me I would leave
open the notion that it can pursue cost effectiveness as
part of its agenda and put that information out for then
insurers to take and say well, I buy this number precisely,
or in my population I think it would work this way.

That's kind of the way I was thinking of it.

MR. HACKBARTH: ©Nick, what were your thoughts on
the cost effectiveness piece?

DR. WOLTER: I hadn't thought about it until
today, so I probably need to think a little more. I
certainly agree that the credibility of the new center and
the focus on clinical effectiveness is very important and
that done poorly the cost element could create some issues.
I certainly agree with that line of thinking.

On the other hand, I was thinking of this recent
study on the drug eluting stents. And as you get into

looking at something like that how inevitably the
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alternative of medical therapy, et cetera, et cetera, you
almost immediately start thinking about cost. Somehow it's
hard to avoid that.

MR. MULLER: I agree. I don't see how you can go
more than an inch deep on any of these questions without
getting into cost. One may, for political reasons, not want
to put it out there. But the point is these things are
always interlaced with cost in any practical discussion. It
comes up no matter what.

After some of the political travails around this
you don't want to lead this as a charge. But clinical and
cost data are just interlaced.

MR. HACKBARTH: I don't want to belabor the point.
I agree with that, when you get to the decision point. But
the premise of this is this is not a decision entity but
rather an information entity.

And so when you get to deciding, unquestionably
cost is part of it.

MR. MULLER: Also, we obviously do not have a
single-payer system. So the people who are going to
implement this are the health plans and the state Medicaid

agencies and Medicare, et cetera and so forth, and the ERISA
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plans and so forth.

With the multiplicity of payers inside this
country -- and that's not going away anytime in our lifetime
-— I think that those decisions will continue to be made by
all of those actors.

MR. BERTKO: Can I add a comment on the cost part
of 1it? I think the cost part is yet another level of
complexity. And taking one of the simpler ones, drugs, what
the cost actually is after rebates is invisible,
proprietary, and having the comparative effectiveness
available, and then using that to inform the tier placement
would be a pretty useful but couldn't be done by the agency.

DR. SCANLON: This is also going to relate to what
I was going to say later. I think this agency or this
entity is going to have a different row to hoe. We talked
this morning about involving stakeholders and getting by and
et cetera. We're talking about threatening what I'll call
the balance of power here. There's going to be strong
reactions to it. The agency or the entity has to survive
long enough to really become established. That's going to
be important. For that reason, I wouldn't add cost to its

charge because it's one more bit of baggage that it's going
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to have to deal with early on.

For me I think the issue is that if you can get
good comparative effectiveness information out there you've
gone a long way to allowing others to do the cost-
effectiveness work. And that would be a real
accomplishment. Over time you can address the cost issue
more centrally, as opposed to trying to say that that's my
charge from day one.

MS. BEHROOZI: I don't know exactly how you
incorporate this. I don't think it comes into the
recommendation, maybe in the chapter. But I think there's
two different kinds of cost comparisons. There's the
marginal cost comparisons that a payer is going to do, like
about drug rebates and things like that. But there is the
decision that the entity has to make about which areas it's
going to focus on. Where's the biggest opportunity -- I
Gail referred to it, either Gail or Marilyn did.

So cost is going to be incorporated, I think, into
the decisions made by the organization, not about coverage
but about what it's going to study. Right? I mean, where
there are two vastly different types of treatments with

vastly different costs to everybody, to the whole medical
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health care system. You can't ignore it from day one
really.

MS. KANE: Related to that, should we say anything
about a preference for understanding that Medicare burdens,
first? At least from readings I understood, it sounded like
there was less done about the Medicare population than might
be done about the under-65.

Do we want to say perhaps that the determination
of what to study should be somewhat influenced by the
highest class?

DR. REISCHAUER: Wouldn't that depend on who's
paying for this? I mean, we're looking at is a public good,
a public/private funding for that thing. And you don't want
to say well, it's our folks.

DR. KANE: Except isn't part of the reason we're

talking about it not NQF because there is no NQF for

Medicare?

MR. HACKBARTH: NQF doesn't do this work for
anybody.

DR. KANE: They do a clearinghouse on clinical
effectiveness.

MR. HACKBARTH: Not of the sort or scale that



10

11

12

13

14

15

16

17

18

19

20

21

22

118

we're talking about here, I don't think.

I don't think we ought to have, as evidenced by
the draft, a detailed recommendation on how priorities are
set, what criteria are used, and the like. To me, the basic
point of our discussion to this point is that we need an
agency that's perceived as independent and credible. And
part of that, to my way of thinking, involves an open
process for the establishment of priorities and a critiquing
of analysis. And that's what we want to emphasize here, is
not that it ought to be the most costly things first or the
Medicare people first.

Let's establish a credible institution and then
good things, hopefully, will flow from that.

So I'd prefer that we stay at a higher level on
those sorts of issues. We can discuss them in the text but
I would want to keep them out of the recommendation, per se.

DR. CROSSON: I would agree with what you just
said. I can sort of sense a split here on the Commission,
which we sometimes get, between the zealots who are out in
the field and then the wounded warriors who have actually
tried to implement things and have a more practical bent.

And I understand that.
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I think also that it's going to be difficult in
the end to have this actually perform the task that it is
intended to if it shies completely away from issues of cost.
How many times do we have to put up on the slide there the
problem that the Medicare program faces?

But I still think we also have sort of lexicon
problems here. Cost effectiveness means one thing to one
person and it means something else to somebody else. There
may be a value in this, in addition to saying what it's
going to do, to say what it's not going to do and what it's
not intended to do. Because I don't think anybody has ever
suggested here that we would be using this entity to do what
is done in England, which is to do cost effective analysis
that ends up in a yes/no determination or an absolute
coverage determination. That's not what we're talking
about.

But I agree with those who think that if we
somehow say early on that cost is not going to be a factor
in prioritization and that there aren't going to be issues
of cost in the comparisons that are created that that's not
likely to be actually what happens. And it's going to be

very, very difficult to do.
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And I wouldn't say, though, that in any way the
entity should be creating something that's determinative. I
do agree with you that in the end the payers and others
would be the ones who are making determinations of
differential copayments or whatever has to occur.

Now I've got Bob totally confused so he doesn't
know whether to raise his hand or not.

DR. REISCHAUER: No, I was just saying that the
information that this entity develops will be used by some
payers for yes/no decisions. But this entity will have no
sort of authority or responsibility in payment decisions or
coverage decisions because that's not its bailiwick at all.

DR. MILSTEIN: Going back to the gquestion of
whether or not we do or do not recommend, we do or do not
take cost effectiveness off the table as within the purview
of this entity, my perspective I think is a bit more aligned
with Mark's. I think this is a variant of the question of
how much of the cargo do you throw out of the plane in order
to clear the mountain?

My notion would be to leave it on the table and
then, if in order to clear the mountain later on in the

process, Congress decides that this cargo has to get thrown
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out of the plane, then let them do it. But I personally
would prefer not to be the entity to recommend that we
explicitly exclude cost effectiveness analysis, particularly
from the Medicare program's perspective, from the purview of
this proposed agency.

DR. WOLTER: I'm sort of taken by all of the
arguments here, actually. They all make sense to me.

[Laughter.]

DR. WOLTER: But I think my point is if you read
the chapter and if you look at the recommendation you could
really interpret it to include cost effectiveness. That's
how I would read this.

And what I'm hearing is a lot of concern about
that. And so if there were some sentiment that the primary
goal is clinical effectiveness and we wouldn't take anything
off the table necessarily, would we want to be a little
clearer in the recommendation? I think that's kind of where
I was coming from.

MR. HACKBARTH: It sounds, Nick, like you're sort
of where I am. I wouldn't write this cost effectiveness is
absolutely prohibited and that's the headline. But as I see

it you've got to build your way up. In the raw material to
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do the cost effectiveness is a good comparative
effectiveness which is in desperately short supply. We
don't even get the engines turned on on the plane unless we
get something going here. And why have cargo that's going
to blow the plane up before the engine is even turned on?

So yes, maybe at one point it will delve more into
cost effectiveness but let's get comparative effectiveness
up and running and allow payers to make decisions based on
their cost structures, as John described, to make final
coverage decisions or payment policy decisions.

So no blaring headlines on this one way or the
other but the priority need is comparative effectiveness.
That's building block number one. Let's focus on getting
that first.

DR. CASTELLANOS: I'm just talking from a clinical

viewpoint. I think the physician community really wants
evidence-based medicine. They want to know what's effective
clinically.

Now the cost will always be there, there's not a
question. But the real data that's not there is what's
effective based on evidence-based medicine.

So I would stress that we just kind of clean this
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up by saying this is an entity that's going to produce
comparative clinical effectiveness. Once that data is
available, the costs will speak for itself.

MR. HACKBARTH: [Inaudible. ]

DR. MILLER: By role reversal, do you mean I'm in
charge? Okay, that will be my last statement.

[Laughter. ]

DR. MILLER: So the way I'm trying to interpret
what's going on here is that so far the recommendation has
not been changed. What we're talking about is the text
underneath the recommendation. Strong emphasis on clinical
comparative effectiveness, no statement of taking cost
effectiveness off the table.

MR. HACKBARTH: Maybe it would be good just to
quickly review, since we focused on a place where we're not
maybe in 100 percent agreement. There are some things that
I've heard both in our public discussions and my individual
discussions with you really substantial agreement, if not
unanimous agreement, that this information is being
underproduced currently. It's a public good. And therefore
increased public and private investment would be

appropriate.
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We don't want to displace all of the existing
centers and work in universities and the like. What we want
to do is continue to build that up. And so we're talking
about an entity that doesn't do everything in a big building
here in Washington member and bring all of the research
inside. It may be a little intramural but much more
extramural, as Ralph has described. It needs to be an
entity that focuses on establishing credibility for this
work through standardization of methods, a public forum for
setting priorities and critiquing results, decentralized
decisions about how to use the information. This is not a
decision-making entity but an information body, a research
analysis organization.

I think those are all major principles on which I
think there is complete agreement.

We start to have different emphasis -- I don't
think disagreement maybe -- different emphasis when we get
to cost effectiveness. But let's do the things that we
agree on in boldface and then we can talk about the
comparative versus cost in the text and I think adequately
represent the views of the commissioners.

So we're on to some other subject than cost
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effectiveness.

DR. KANE: I guess the other verb I might want to
put in here, besides synthesize and produce, which I think
Marilyn's presentation did a nice job of, is talk about
standardizing the way this is done. So we say produce but
what I think we're even more interested in is influencing
the way it's produced by others then it is to produce.

So synthesize and produce and report, but could we
say —-—- or use the word synthesize, standardize, promote and
report? Or report on credible, comparable -- somewhere in
there the fact that it should become a standard setter for
others doing the research as opposed to emphasizing produce?

DR. REISCHAUER: Can't we put in the text
something about methodological development, which is what
we're talking about standardizing methodologies or
approaches to answering these kinds of questions.

DR. KANE: Yes, but in the recommendation you use
the word produce but you don't use word standardize. And I
guess I'm just saying where do you want to emphasize the
action of this agency as opposed to that work of others? Or
just put the word report on credible -- put the word

credible comparable --
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You know, I think Marilyn made a great point that
a lot of work is -- that's why I asked what's training for.
It's to standardize what others do, not necessarily to
produce. So I don't think it's captured in the
recommendation.

MR. HACKBARTH: What I hear Bob saying is rather
than trying to add more verbs to a sentence that's already
got a lot of them --

DR. KANE: Take out the word produce and put the
standardize in.

MR. HACKBARTH: -- would be to put that in the
text right after the recommendations.

DR. REISCHAUER: Now that we're into this and
wordsmithing, produce makes it sound like this entity is
going to do it intramurally.

DR. KANE: That's what I was getting at.

DR. REISCHAUER: And what you want is produce and
commission, something like that.

DR. KANE: Commission and standardize.

MS. RAY: Sponsor?

DR. REISCHAUER: Sponsor, generate.

DR. KANE: But I think it should be in the
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recommendation that the role is to also raise the standard
on how people standardize and upgrade the quality of what
producers are doing out there. So synthesize, sponsor,
report on.

DR. REISCHAUER: If it's sponsoring then it's
telling you how it's going to be done.

MS. HANSEN: This is just to pick up from this
morning, and I think this is not in the recommendation, but
being really clear in the text that this is the entity, of
course, that is helping to generate this for use. But I
just want to make sure that in the text that we really cover
the full dissemination, whether it's the kind of protocols
that may come out of it, the ability to drill down for this
knowledge to be used.

It is the building block. But once it generates
knowledge, I just want to make sure that that diffusion
occurs and really has a true -- I think the impact on payers
and providers is it could have an impact on quality. I
think it should have an impact on quality. That it really
gets used for that purpose.

So we're generating knowledge for use. So that's

my emphasis.
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MR. DURENBERGER: Thank you, Mr. Chairman.

I think the way in which the draft recommendation
is currently proposed, with maybe one exception that I'd
like to talk about in just a minute, the best I can say
about the discussion is I'm glad we're not trying to pass a
piece of legislation and fund it at $6 billion or something
like that and we're simply trying to -- I think we're trying
to capture a trend that's been developing as long as I've
been on this Commission, which is how do we, as a nation,
build evidence of value into the decision-making process in
health care?

I'm not speaking for Sheila Burke, but Sheila and
I have been at this for 30-plus years in one way or the
other.

MS. BURKE: Thanks a lot, big guy.

[Laughter.]

MR. DURENBERGER: She was a high school intern in
my office.

[Laughter.]

MS. BURKE: Let's don't go there, either.

[Laughter.]

MR. DURENBERGER: Excuse me, resident.
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Now where were we?

MS. BURKE: Somewhere else.

MR. DURENBERGER: Since the last meeting, when I
looked at a paper that frankly look like, I thought, it read
like a puff piece for let's build one of these big buildings
and I said it. But I then went back and did a little more
work on some of the things that we and others have been
involved in over time.

And to the credit of the government, which we want
to sort of like be independent of in a conversation like
this, somebody in this government since way back in 1965 has
been concerned about the growth in technology, and
particularly on the health care side. There's just a
variety of institutions that have been created both by the
Congress, in the Congress, the OTA is an example, in the
Public Health Service. And all of this goes back from the
creation of Medicare and Medicaid onward.

The first part of that history is largely we can
see technology coming. We know when it lands in a place
like America, with every doctor being its own king, in
effect, and every person demanding the latest and the

greatest. We're going to have some problems and we need to
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approach this in a logical, more logical process. The way
to do that is to develop information so that we can all
understand something we don't live with every day; i.e.
technology and medical technology in particular.

At or about the time, in particular I think around
the time of the passage of PPS, but even leading up to 1983,
the role that cost played in making decisions about
technology, about procedures, whatever it is, began to play
an increasing role. And it was clearly, as somebody who
lived through it, it was clearly at that point in time in
which it became much more difficult for our government to

make the kinds of investments that its leaders as late as

1981, I think when we reauthorized the -- the National
Center for Health Care Technology -- some of its leaders
felt we needed to do. There was this counter pressure to

let markets work and do a lot of things like that which
ended up, in the case of the Health Care Technology Center,
ended up in the Reagan Administration just defunding the
thing. So off that one goes.

But OTA survived. It survived, I think, because
it was advisory to the Congress and it gave Congress really

good advice. At least that survived until the Contract with
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America time and so forth.

But I lay that groundwork because it's not made in
the paper, and I don't know that has to be made in the
paper. But if you start with my premise, which is this
Commission, in trying to advise the biggest payer in the
country, the most influential payer in the country,
Medicare, needs to reflect the various ways in which we
believe it's important to build evidence of value into the
decision-making process. And that covers all kinds of
decisions.

Now, to have come out of that is the issue of
comparative effectiveness, that's a component part of it.
It's not the only thing. But to wrestle with the issue of
cost effectiveness, yes or no, or should we include
procedures as well as devices, diagnostics, et cetera, I'm
not sure we ought to try to make that case at this
particular time because we make it in various of our other
recommendations along this path towards building evidence of
value in some way.

And so it's helpful to me to think of this
recommendation as a component part of that search for value.

Meanwhile, everybody else out there is trying to
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look at clinical guidelines for practitioners in one way or
another and so forth, and there are lots of other efforts in
which the government and others and payers are engaged as
well.

And so if this can be seen as a part of that
larger effort, I hope that it is helpful to the practice of
medicine, to organized medicine. I hope it's helpful to the
drug and device industry. I hope it's helpful to a lot of
other people to understand that they, like all the rest of
us, have a stake in where this goes.

The last thing I'd like to say is with regard to

the issue of that -- there's much more than I want to say
but I won't -- around the issue of the independent entity.
If you kind of look at the -- I don't know what is the

political science of this or the public policy side of this
-— the two big issues that are involved here are one,
legitimacy; and the other is accountability.

We want whatever comes out of this organization to
have not just the aura of legitimacy but the reality of
legitimacy because it's really hard to shoot that down just
because your particular ox happened to have been gored if,

in fact, all the way along this process, whether it's the
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openness of the process or the advisory committees, which
history will show you we've tried to build into all of these
processes. But that's always the most critical part of it.
So when I said last time where I said to you
privately about wooly heads and blah, blah, blah, blah,
blah, blah, blah, we can't afford that sort of thing. It
really has to come from us, in a sense, particularly if
we're going to be in the public funding business as well.
But the second part of it is the accountability
issue. And that's the one where we tend to think that it
won't work at AHRQ, it won't work anywhere in the government
because somehow or other the government can be gotten to by
all of the special interests and all of that sort of thing.
But the flip side of that is if we're going to
invest, as we should, large amounts of public money in
producing a public good someone has to be accountable that
the legitimacy of this effort is sustained, that the
appropriateness of the charge is followed through on. And
as somebody who, way back in 1986, actually proposed that
Medicare should be financing this kind of comparative
effectiveness work I, for one, don't think that having it

way out there away from the government but spending billions
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of dollars a year of public funds is a good idea.

Having said that, I don't have an easy answer for
you because I think this is a quandary that as soon as we
hand this sort of thing off or anybody hands it off to the
Congress, they're going to have to face, too. But I think
we should face up to the quandary. We should acknowledge
it. We should do whatever we can to build both the
legitimacy of the recommendations and the entity and also to
recognize that issue of accountability if there's a way to
do it.

MR. HACKBARTH: 1I'd like to spend a minute on this
because I think there really is a quandary here. Gail, in
her writings, has talked about very, very large amounts of
money. It is very difficult to imagine Congress sending
such big checks somewhere without any ability to influence
and control what it does. In most institutions there's some
connection between who pays the bill and accountability to
that person or organization for results. You can't just say
that ought to be severed and have a credible system.

But it seems to me that there are matters of
degree. If an entity needs to go back annually in the

appropriations process, and you and Sheila know much more
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about this than I do, I think that there is one level of
accountability and that there's annual scrutiny and a
process that lends itself, I think, to political
intervention.

If there were a direct, automatic tap on the Trust
Funds Congress can change that. It's in law and the law can
be rewritten. But it doesn't require somebody to go back
annually through the appropriations process. It creates
fewer opportunities for political intervention. So the
accountability is not severed but maybe, I think, the
potential for political intervention is reduced.

Am I thinking about that correctly?

MR. DURENBERGER: If I may, I don't think there's
any question about that and I have no idea what motivated me
back in 1986 but probably by then I was experienced enough
or well enough advised to realize that that was a critical
factor. And all the history before that had been
underfunding and inadequacy of funding, so you couldn't even
do a good job.

MR. HACKBARTH: So if I'm characterizing that
correctly, I don't think that we want to, in this document,

recommend a specific funding source. I think Bob, at the
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last meeting, had said the message should be there needs to
be a secure and sufficient source of funding. We may say
this is a critical issue. How do you get it far enough
without ultimately cutting the accountability for the use of
public money? And an option that you can look at is a
direct tap on the Trust Fund and move on.

MR. DURENBERGER: I'll just quit here but the main
point I was making is around the word independent and the
implication that somehow or another we would be funding
something that is independent of an accountable, a currently
accountable entity.

The other thing that relates to that, and the last
thing I want to say, is that from '87 and '89 when we passed
it on we tried to build a replacement for all of our other
efforts, now called the Agency for Healthcare Research and
Quality. No one has ever adequately funded that. From time
to time somebody will give them a specific charge but for
some reason or another they won't get adequate funding to do
it or something like that.

And so I hope that as we press on the issue of
comparing and effectiveness and things like that we will

recognize that we have tried to build the capacity into the
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government. We have not funded it, Congress has not funded
it the way they should, and that we need to look at all of
this of a piece.

DR. REISCHAUER: We've talked about this being a
public good and, as such, if public funding is involved in
whole or in part supporting it not through the appropriation
process, which we all think has its limitations, but rather
through a more automatic mechanism, I would assume that the
entity would be accountable to the public in the form that
the Federal Reserve System is where twice a year the
Chairman of the Federal Reserve Board is required to come
and report to the Congress. And some mechanism like which
would be the forum at which a discussion of the entity's
role and achievements during the year would be appropriate
without the ability of the Congress to exercise detailed
control over the day-to-day actions of the entity.

DR. SCANLON: This follows up on both Dave and Bob
because I've really been very focused on the whole idea of
what independent means and not just an entity that is not
part of a cabinet department but something that is truly
independent and can remain truly independent.

And in thinking about that, actually, the Federal
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Reserve has come up for me as a good example because it's an
agency that is recognized as being critically important, yet
loved and hated at the same time, and survives some of the
intense periods of hate because we recognize that over the
long run it serves great value.

So looking to it and looking to its model, we
don't have 90 years to say that this entity has existed and
therefore it's built its track record. But looking to the
bottom of the Federal Reserve, I think, is useful. They do
have independent funding. We can't put this entity into the
same position in terms of generating revenue. But the idea
of tapping into the Trust Fund is a potential means of
eliminating the appropriations process.

I don't think it should be perceived as we're
saying Medicare alone is paying for it. The money going
into the Trust Fund is coming from all Americans. We're
closing in on 45 percent coming from general revenues and
another probably 40 percent coming from a very wide-based
payroll tax.

One of the things that could be done is to say
that we're going to tap into the Trust Fund but we're not

going to have it affect the Part B premium so that the
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elderly do not pay a disproportionate share of this public
good, because this is really a public good and so it should
be financed broadly.

In discussing it that way, perhaps you get away
from this idea of how do we go around and figure out how to
get the private sector to pony up? Because they're already
ponying up through the money going into the Trust Fund.

Other features of the Federal Reserve, I think,
that are important to think about is the leadership there is
appointed, in some respects, with some independence from the
political process because the terms don't coincide with
presidential terms. We've got significant overlap across
presidential terms. And I think that helps contribute to
independence. They operate under different personnel rules
and different ethics rules than the federal government.

These things all contribute to the independence.
I think they would be important for this kind of an
organization.

And I was exactly where Bob was in terms of
accountability. They've got to do things in public so that
they can be criticized even outside of the times they go to

the hearing. But they should be going to the Congress on a
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periodic basis, reporting on what they do, and justifying
what they do because that's part of the accountability.

Is it perfect? ©No. But I think we need to think
about how do we make this independent.

Some of the other examples of independent
organizations, they've had an easy time. They're not
controversial. That's what threatens independence is when
you step into some area that becomes controversial and
somebody is out to try and eliminate you.

MR. HACKBARTH: 1If Doug were here I think he would
pick up on the discussion about the public financing. When
I talked to him about it last week he said what he wants to
be clear is that he thinks on the private side sponsors of
new products should continue to help fund trials and
research. And he doesn't want the message to be no, all of
that ought to be supplanted with public funding. And I
think we could address that in the text and meet his
concern.

DR. SCANLON: We'wve had today a very wide ranging
discussion exactly what research would be funded by this
entity or what this entity would do. And the idea that

really taking on all of the clinical trial work is
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something, I think, that is an extreme version of anything
that we discussed. 1It's not, I believe, in anybody's mind
here that that's the option that we're talking about.

MS. BURKE: I want to just agree with Bill in a
number of respects and add a couple of other thoughts.

The Federal Reserve is a very interesting model to
look at for a variety of reasons. But I think one of the
most important things that would argue not only for
independence, which I think we would all agree however we
would define it.

But the credibility issue here I think, which is
going to be one of the challenges, is going to be the method
by which one determines priorities. That is how one goes
about deciding what it is that we're going to be looking at.
Buy-in to the outcomes, that is that people essentially
agree about the credibility of the content and its
usefulness and its application ultimately in their own
decision-making. Whether that translates into the decision
on coverage, whether it translates into choices about how
you pay for things or cost effectiveness.

The gquestion really has to be how we make certain

that, in fact, whatever this entity is is, in fact, seen as
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an entity that is broader than Medicare. Because in fact
over the long term what has to occur is a buy-in in to a
process that looks across broadly patient groups and service
needs and puts in play a process by which we can look at
questions of effectiveness across a broad population.

So anything that looks solely at the Trust Fund,
even 1f it is a dedicated pot and isn't in the normal
appropriations process, increasingly looks just like
Medicare, which I think we don't want to do. I think
somehow getting buy-in from the private sector either in the
construction of the board, whether you do it in a Federal
Reserve sort of manner that has terms and they essentially
don't coincide with political terms, but has a board that is
made up of people that bring buy-in to the process and
legitimacy of the product, I think, is what ultimately will
have this thing survive or not.

OTA survived for the period that it did for a
variety of reasons, not the least of which was Ted Stevens
and his strong support of it. But this has to move beyond
Medicare. It has to move beyond the federal purchasing and
the federal payer to an acknowledgment across a wide range

of players that we have to get into this business and we
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have to develop a process like the Federal Reserve that
everybody, irrespective of how big a bank you are or where
you play in the monetary system, you acknowledge is the
place the decisions are at least vetted and there's a
credibility to the people in the decision-making.

I think that requires us, whether it's one of
these FD whatever it is that we contract and do these semi-
private -- it has to allow for private money. It has to
allow for something other than Medicare. It has to allow
for credibility both in the use of the product and the
production of the priority and the process that gets buy-in
from the private sector.

So 1f it's a Federal Reserve model or something
else, it can't be dependent upon trust money entirely. It
can't be dependent upon essentially Medicare as the driving
priorities for the services that get looked at. It has to
get buy-in. So it has to be created in a structure.

All the work that was done in the '80s was largely
around the federal payers. That's where I think we make a
mistake, if we think this is only about federal payers.
Whether it's Arnie's crowd or Jay's or anybody else's, they

have to be at the table or this ultimately will fail. It
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will just be about Medicare. And that's where we have
failed before. 1It's the story that Arnie has been telling
for years, which is you can't have a player that is the only
player and expect the other people to participate and have
it be a credible process. So I think that has to happen in
whatever the structure is.

MR. HACKBARTH: Let me make a proposal on how to
word the recommendation. The general idea here is to
simplify the wording of the recommendation but then use the
ensuing text to elaborate on some key words.

So the language I'm proposing for the
recommendation itself is the Congress should charge an
independent entity to sponsor credible research on
comparative effectiveness of alternative health care
services and disseminate this information to patients,
providers, and public and private payers.

And then in the ensuing text I'd pick up on some
key words. Independent means -- and these won't be the
exact words —-- things like secure and sufficient funding
from public and private sources, board representative of the
parties at interest.

Sponsor, the verb sponsor means some intramural
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research but more extramural research, taking advantage of
existing research capabilities.

Credible means things like standardization of
methods, open process for setting priorities and examining
results.

Comparative effectiveness is an essential building
block but this does not preclude decisions about cost
effectiveness being made by other payers using this critical
information.

Patients, public and private payers emphasize
decentralized decision-making. This is not a decision-
making body but an information organization.

So use that framework, simple recommendation, not
too many tests. And then play off key words in the ensuing
text. Does that make sense to people? Any objection to
that?

MS. BURKE: Can I ask one question? It's a
semantic and I may just be brain dead. Alternate always
makes me think of alternative, sort of like alternative
investments if you're doing hedge funds. But it's like
you're looking at something homeopathic.

DR. REISCHAUER: Herbal therapy.
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MS. BURKE: 1Is alternate the right word? It
sounds like we're going to look for something other than
traditional medicine. I think we ought to find a different
word.

MR. MULLER: While we normally don't do this, I
think the way you summarized the two months of discussion
we've had on this, both morning and afternoon, those four or
five points, we normally we don't kind of a long
recommendation. But I think rather than putting it Jjust
buried inside the 30 or 40 pages of text, the ones you just
summarized again, I might suggest you do that in a box right
away or some subpoints and so forth, as a way of
crystallizing the things on which we do agree upon.

I think obviously our recommendations tend to be a
sentence or two long. But since we had so much conversation
on this in two months you may, in fact, want to put those
four or five points in. It's not a payment, it's the
extramural nature of the information gathering, et cetera
and so forth.

DR. SCANLON: The point about the board
representing a variety of interests, I think that's

important but I would say we need to be clear. I would be
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of a mind that it's a Federal Reserve type of board, as
supposed to a MedPAC. It's not a group of people that come
together eight times a year for a couple of days. This is a
dedicated board of people whose sole job is this function.

DR. REISCHAUER: It would be the perspectives of
as opposed to represented.

MR. HACKBARTH: I caught that myself. We don't
want people to be representing interests. We want them to
bring perspectives, much as we do here.

Good suggestions. Others.

So with Sheila's amendment, we would delete
alternate and so it would be comparative effectiveness of
health care services. Comparative itself includes the
notion of head to head comparison, which I think is an
important element.

People feel comfortable with that wording? Are we
ready to vote?

DR. CASTELLANOS: Can you repeat the whole thing?
Just the recommendation.

MR. HACKBARTH: The Congress should charge an
independent entity to sponsor credible research on

comparative effectiveness of health care services and
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disseminate this information to patients, providers and
public and private payers.

All opposed? All in favor? Abstentions?

Okay, thank you, Nancy. Good work.

Next is the mandated report on wage index reform.

MR. GLASS: Good afternoon. This month we'll
answer some of your questions and present some draft

recommendations arising out of your discussion from last

month.

Again, this is the Congressional mandate. Our
report is due by the end of June. We're planning on making
it part of the June report. If you choose to make

recommendations, CMS has to take them into consideration as
it prepares the FY '09 proposal rule the IPPS, which will
come out sometime in April 2008.

CMS is also to consider the issues you see on the
slide, use of BLS or other data, which we discuss. Also the
definition of labor markets. Minimizing variation between
markets, the occupational mix question, minimizing
volatility year-to-year, and modification or elimination of
reclass and other adjustments. We'll talk about that in

today's presentation. We'll also talk about the impacts.
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Jeff will talk about applying this to other
settings.

Just to review, last month we discussed some of
the exceptions to the current system and we looked at how in
Connecticut 27 out of 32 hospitals are exceptions to the
rule right now. When hospitals are an exception, the other
providers in the area are left behind. That is if a
reclassifying hospital gets a new wage index the SNF that's
door to it or even in it does not.

Even with all these exceptions, there's still
cliffs remaining in the current system. Jeff explained how
the difference between North and South Dakota and how
crossing that border it's not obvious they' re separate
labor markets.

The current system is volatile from year to year.
The wage index for the same place can change fairly
radically. And there is a circularity in the system. That
is if a hospital controls its wages it will get a lower wage
index and then it has to control its wages even more which
will give it an even lower wage index. And it's a vicious
spiral that many providers complain about.

It's particularly a problem if there are only a
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few hospitals in the market. And in over half the markets
there three or fewer hospitals.

The occupational mix is very difficult to correct
for if you start with an average wage, as the current system
does. So if one hospital decides to invest in IT and hire a
lot of computer people and another hospital decides to hire
twice as many billing clerks, they'll get very different
average wages. But that will say nothing about the
underlying wage levels in an area. And that is actually
what we're trying to adjust for with the wage index system.

The new approach we've discussed in the past, but
just briefly the new approach has two key features. First,
the new wage index is designed to reflect input prices in
the market, not necessarily each individual hospital's
costs.

Second, the new methodology limits the errors that
can be caused by imperfect data. We know that both the
current CMS cost report data and BLS data are not perfect,
so it's important to have a system that kind of takes that
into account.

The new approach, again we start with the BLS data

in market areas, which are MSAs and statewide rural. It's
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important to note it's data from all employers in an area,
so it's a much better approximation of the underlying wages.
It uses a fixed occupational weight technique so you don't
have to have the occupational mix adjustment.

And then it's used as cost report data to adjust
for benefits because we discovered that they do vary by
geography.

We then use census county level data to adjust
within market areas so that the central area in an MSA tends
to get a slightly higher wvalue, the outlying counties a
slightly lower value, and the reverse in the statewide rural
areas. And this tends to erode the cliffs.

And finally, we smooth between adjacent counties
to reach a target difference. And we use a difference of 10
percent.

So you asked about impacts and let us look at
that. We'll first talk about volatility just for a bit.
This is some new data on volatility. We looked at the
change in wage index from 2006 to 2007, and we can see that
the CMS wage index has higher volatility. 1In fact, in over
10 percent of the hospitals their wage index changes by more

than the update. In the MedPAC index the volatility is
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less.

To further look at this, we had our contractor go
back about six years and they found very similar results.
And they also looked at ad if you average just the CMS data
over three years what does that do to volatility? That also
decreases volatility, as one might expect, and it makes it
look somewhat similar to the MedPAC index which again starts
with BLS data. That's a three-year rolling average.

The commissioners asked for an impact analysis by
hospital group and also dollar weighting. We looked at the
usual groups and they are in your paper. They have urban
and rural, we look at teaching status, ownership. The only
groups with the big differences are those who currently have
an exception to the basic wage index. Those are the groups
we show up here.

This is a good thing because it's a geographic
adjustment system so we wouldn't expect it to have any
systemic advantages for major teaching or anything like
that. So the fact that the only groups that show major
differences are the ones that with exceptions to the current
system should make us feel good about the new system.

So in total by definition, because the new system
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is budget neutral to the current, the dollar weighted
payment change is zero, and that's the top number in the
middle column there. But in wage index terms there is a
slight gain from using the new system.

If we look at no exceptions, that's two-thirds of
hospitals, we see a slight increase dollar weighted and a
slightly larger increase in the wage index for those
hospitals. That also makes sense because they're
essentially paying for the exceptions that the hospitals
with exceptions get so we expect them to increase a bit
under the new system.

Other exceptions, which is kind of a grab bag of
things, in outcommuting they both gain a small amount in
payments, a slightly larger amount in wage index under the
new system.

And reclassifying hospitals lose some in payments
and loose a bit more in wage index under the new system.
Again, that makes sense. Some of the reclassifying
hospitals can gain quite a large amount from reclassifying.
And when they do, their neighbors who don't get to
reclassify are put at a bit of a disadvantage. So we would

expect, because some of those can gain like 20 percent, that
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they would decrease a bit under the new system.

And finally, those special exception hospitals --
there are only 18 of them -- sees some major drops. Those
are hospitals that don't meet any of the many criteria that
they currently have for exceptions so we would expect them
to drop under the new system as well.

Mitra asked us for a step by step change, how this
impact worked step-by-step. That is first using BLS data
then adding benefits and then doing the county level wage
index and smoothing. That change is shown on this slide.
The final column here is the same as the final column we saw
on the previous line. So this is hospital weighted change
in the wage index.

Again no exceptions. They gain some using the
basic BLS data and then drop little bit. So they make a
small gain under the new system. Again the other exceptions
in outcommuting dropped a little bit and then make it up.
The outcommuting makes it up, particularly when we move to a
county level system with smoothing. That make sense because
the outcommuting exception goes to counties that border
higher wage index counties and that's wvery much like what we

are accomplishing under the new system.
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Finally, reclassifiers drop -- most of the drop is
returning them to their basic native wage index level and
then they gain a bit on the way out. Special exceptions you
can see lose quite a bit there and loose when we get to the
end.

Last month we looked at this in terms of wage
index. This time we did it dollar weighted. As you can see
there are not too many extreme examples of losing or gaining
a tremendous amount by moving to the new system in terms of
payments. The dollar effect is always going to be less than
the wage increase, the wage index change, because only part
of the Medicare payment is affected by the wage index.
That's what's called the labor share and it's currently
around 0.7. So we would expect a 10 percent change in the
wage index would be like a 7 percent change in payments.

One thing people are often concerned about is
rural and urban and how the differential impacts play out.
Here you can see that it really isn't being urban or being
rural that's driving the train here. 1It's really a matter
of whether you have a reclassification or not. Those with
reclass, whether they're in urban or rural areas lose.

Those without reclass, in fact, gain. So it's not really a
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rural/urban question, which again makes sense for the
system.

Congress, one of the things they asked was
modification or elimination of exceptions. We think that
the new approach will actually eliminate the need from any
exceptions. These exceptions didn't come out of nowhere.
People felt that there was some need for some kind of
change. We think the new system makes those kinds of
changes where needed but doesn't overdo it as the current
system does in some cases.

Hospitals that are now reclassified under the
current system see a large increase relative to their pre-
classification wage index. So relative to the basic
calculation hospitals that reclassify gain a lot. I think
it's what, 8 percent or something?

In the new system there will be a moderate
increase over the pre-reclassification system. So those
hospitals will still gain relative to the pre-
reclassification system but they won't gain as much as they
do under the current system.

Hospitals with outcommuting and other exceptions,

under the current system there's a moderate increase over
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pre-reclass. Under the new system they'll also see a
moderate increase over pre-reclass. So they will not see
much of a change.

Essentially the new county-based system
automatically adjusts for differences within and between
MSAs and statewide rural areas. That is within an MSA the
central county will go up, outlying counties will go down,
and the same in the statewide rural areas. Areas bordering
higher wage index areas will go up and the ones not
bordering them will go down a bit. That will erode the
cliffs, get rid of many of the differences that are
currently fueling the need for exceptions.

Now Jeff is going to explain how this will play
out in other sectors.

DR. STENSLAND: Currently, the other PPS providers
such as SNFs and health agencies use the pre-
reclassification version of the wage index. Under the
MedPAC approach, we have tailored separate wage indexes for
each sector. We computed each sector's wage index using the
same basic BLS and census data. The only difference is that
now we weight the different occupations differently

depending on the index. For example, RNs receive a higher
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weight in the hospital wage index and a lower weight in the
nursing home wage index.

After we went through the computations, the key
question that came up this are these SNF, home health, and
hospital wage indexes sufficiently different from one
another to justify having three different wage indexes?

We found that all three wage indexes are very
similar. The correlations between the wage indexes are all
0.94 or higher.

It's important to note that we are comparing
workers relative wages across markets. So what we ended up
finding was that in markets where hospital type workers
tended to receive wages that were roughly 10 percent above
the national mean, we also found that in those same markets
nursing home workers tended to receive wages that were
roughly 10 percent above the national mean for nursing
homes.

Because the relative wages are all so similar for
the three industries, not the actual wages but the relative
wages, 1t appears that one wage index will be sufficient.
The end result will be that all providers in a county would

receive the same Medicare wage index. This will alleviate
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the current problem of some of SNFs and some home health
agencies feeling it's unfair that the hospital next to them
gets to reclassify and they don't.

In terms of impact, we also looked at how payments
would change for the SNFs if they adopted a new wage index
based on the BLS data. As was the case with hospitals there
are some SNFs that would see increases in payments under the
proposed wage index and some SNFs that would see decreased
payments in both rural and urban areas.

As this slide shows, there are almost as many
urban SNFs that gain as there are urban SNFs that loose.
However, there are more rural SNFs that gain than lose.

This is because rural SNFs that are located near metro areas
often benefit from our use of county-specific wages and from
the process of smoothing that cliff between the urban area
and the rural area. Currently those SNFs that are next to
the urban areas don't have the opportunity to reclassify, so
under the current system they don't have any of that type of
benefit.

Under the new system no one would reclassify.
Therefore SNFs and hospitals in the same town would all be

paid under that same wage index.
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In summary, this new system would have a few
advantages. First, the advantage of using the BLS data
rather than the hospital-specific data is that it comes from
all employers rather than the hospital only. This reduces
the circularity problem David talked about. Currently, if a
hospital is under financial pressure and restrains its wage
growth, that restraint of wage growth will result in a lower
wage index and to a degree that may reinforce the problem,
causing additional financial pressure. By using data from
all employers and not just the hospital, the circularity
problem is reduced a bit.

The new system is also less volatile simply
because the BLS data is averaged over three years rather
than being a single year snapshot. It automatically adjusts
for occupational mix of employees, as David has stated. And
the smoothing and the blending aspects of our wage index
make the wage index less sensitive to data errors by a
single hospital and also relieve some of the cliffs that
we've talked about.

In general, the benefits of the new wage index are
all founded on the fact that the proposed wage index is more

a function of overall market conditions and less a function
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of the types of workers or individual hospital employees or
the types of wages that hospital chooses to employ.

The primary disadvantage is that we cannot require
that hospital fill out the BLS survey. We talked to BLS and
due to their confidentiality policies they would not tell
CMS who responded and who did not respond to the survey even
if CMS requested it.

In addition, some providers would face a decline
in their wage index if we switch to the BLS-based approach.
Therefore a phase-in may be necessary. For example, CMS may
propose not allowing anyone's wage index to fall by more
than the update in any particular year. That way all
providers would get some type of increased payments in every
year.

Now we'll go through the two draft
recommendations.

MR. GLASS: The first draft recommendation is the
Congress should repeal the existing hospital wage index
statute, including reclassifications and exceptions, and
give the Secretary authority to establish new wage index
systems.

This is addressed to Congress because we think a
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change in law is needed, rather than CMS accomplishing this
new wage index through regulation alone. The current law is
very prescriptive.

Giving the authority to the Secretary is very
similar to what Congress has done in other areas such as
SNF, home health, and ESRD.

The second recommendation is the Secretary should
establish a hospital compensation index that uses wage data
from all employers and industry-specific occupational
weights.

This recommendation establishes that it should be
a broad survey of underlying wage levels rather than
hospital specific so it's more of an input price approach
and less of a cost reimbursement system, and therefore it
would be more appropriate for a prospective payment system.

We used BLS data at the MSA and statewide rural
level. The fixed weight to specify to eliminate the
occupational mix problem.

Draft recommendation three: the Secretary should
establish a hospital compensation index that is adjusted for
geographic differences in the ratio of wages to benefits and

is computed at the county level and smooths large
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differences between counties.

We split this recommendation into two pieces to
make the method more explicit. The inclusion of benefits
makes it clear it's a compensation index, not Jjust wages
because we discovered that there was important differences
geographically between areas and the ratio of benefits to
wages.

By saying it's computed at the county level and
smooths large differences between counties, that's kind of
steps two and three in our system.

Of course, the computation of the county level is
really an adjustment to the market level that we do in the
recommendation before this. So it's a blended system of MSA
and county level.

Draft recommendation four: the Secretary should
use the hospital compensation index described in
recommendation two for the home health and skilled nursing
facilities prospective payment systems and evaluate its use
in the other Medicare fee-for-service prospective payment
systems.

We looked at it for SNFs and home health and found

that there was a very high correlation. We think that
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correlation would become even greater since what we were
looking at was really the BLS definition of nursing facility
not the skilled nursing facility that Medicare pays for. We
think that the correlation between if you looked at the
exact occupations used in SNFs would probably be even closer
to the hospital index than the nursing facility one which we
investigated. The same is true for home health.

We've not evaluated it for the other PPSs. We
suspect it would be very highly correlated for other
inpatient settings such as long-term care hospitals,
inpatient rehabilitation facilities, and psych units. CMS
would need to check this out for other systems like ESRD and
hospice.

You can see the impacts in all these cases are
budget neutral. It's a redistribution of payments and there
should be no impact on beneficiaries.

We'd be happy to answer any questions and look
forward to your discussion of the recommendations.

DR. REISCHAUER: It strikes me that our
recommendations must have been written by somebody who
practiced writing earmarks in appropriation bills. It's

sort of like why don't we Jjust say we think the Secretary
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should accept our method because what we've done is go
through each component of it as if there are 50 different
ways of doing this.

MS. DePARLE: I had the same reaction, why don't
we Jjust say BLS. I think this is great work. We spent a
lot of time. You guys spent months, I'm sure, figuring out
the methodology for all of this. And it does seem that --
you've described it -- we should just say do what we came up
with. There's probably a more elegant way but I don't think
it has to be so elliptical either.

MR. HACKBARTH: We can use that as a general
purpose recommendation. Just do it.

MS. DePARLE: That's our default.

MR. GLASS: We can certainly do that.

MS. BURKE: This is really a question for Mark. I
appreciate the work that's gone into this sort of mind
numbing, as wage index always is, and the fact that you
looked at what the impacts are going to be. I appreciate
your inclusion of that information.

Mark, this is really for you or for Glenn, really
just an interest. In the course of the conversations that

followed our last meeting, where we spent a fair amount of
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time talking about this and talking about some of these
issues, I wonder what the initial reaction has been. This
is a distributive issue. It's one where the Congress has
historically been not shy about writing in very specific
solutions to relatively unique geographic problems,
literally by postal code in some cases.

And I wondered just what the initial response was
to essentially a wholesale move away from what has become
this sort of tortured here's the system and then here's the
27 ways to stay out of the system. Is there a general sense
that sort of like a lot of other things it is time to move
on? I just wondered what your initial impressions were?

DR. MILLER: I think the key word to focus on in
your comment is tortured. I think their reaction -- I think
there's probably two words, that and distraction. So to the
extent that we -- as you know, we talk to the staff all the
time, keep them up to speed all the time. The reaction so
far has been, huh, this is kind of interesting. Nobody has
said and we're done, we're going to do it. I don't want to
mislead you on that.

I also think there is this sense of the

reclassifications system, I think it's up to a third of the
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hospitals now; is that correct? People know there's this
tortured process and this exception and that exception and
they're just like I don't even know where we are anymore.

They focused on, for example, the finding that you
guys said either last time or the time before, that a third
of the hospitals are being reclassed. This doesn't seem to
be functioning real well.

But nobody has thrown their arms around it and
said I love you, that kind of thing.

MR. HACKBARTH: You've got a situation where the
growing number of reclassifications, at one level, is the
impetus for change. As Mark described, people say wait a
second, we're sort of getting way, way deep into this.

On the other hand, it's also the barrier to change
because that's a large number of people that have a vested
interest in the status quo.

The only thing we can say for sure is that there

were enough people interested in it that it made its way to

a mandated report. As you well know, that doesn't
necessarily mean anything like a majority. But that's where
we are.

DR. WOLTER: I think this is really nice work that
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you did. It must have been a tactic to send the practice
expense chapter out first because it made this relatively
easy to wade through.

[Laughter. ]

DR. WOLTER: Just a couple things. One is when I
looked at the bar graph about those hospitals that would
have say more than a 2 percent reduction in their Medicare
inpatient payments, we've got almost 800 or so that are 2
percent to up to as much as 10 percent. I think the phase-
in, the transition plan that you alluded to would be very
wise because those are some pretty big shifts for a
reasonable number of institutions.

I don't know if that would be important to be more
explicit in the recommendation or just being strong enough
in the text, but I would really favor emphasizing some kind
of transition planning on this because it's going to create
some planning difficulties for a certain number of
institutions.

And then also, on the issue of the exceptions in
the reclassifications, which I think are all agree are a
sign of something that isn't working well, and I certainly

favor moving away from those.



10

11

12

13

14

15

16

17

18

19

20

21

22

169

But I was just wondering if, because we haven't
really applied this methodology yet and taken it right down
to the institution level, as that's done would the wording
in the chapter be something like markedly reduce the need
for reclassification? Do we know that this will allow
complete elimination? Maybe not, because that modeling down
at the institutional level particularly might pop some
things up that we don't yet understand today.

MR. GLASS: I think you'd probably want to start
with a no exception policy and then there will always be
pressure, 1if necessary, to make exceptions. But I think
you'd want to start -- and that's kind of what the Congress
asked for was how do you eliminate exceptions.

MR. HACKBARTH: As I read, was it you Jay, who
raised this at the lunch table, that it says no exceptions?
Somebody raised this while we were at lunch.

What I picked up on was that it says this is now
the task of the Secretary to develop, implement and I assume
maintain this system. And what we're trying to do, I
thought, was take it out of the legislative realm and say
that this is something that ought to be maintained by the

Secretary and a normal element, a normal amount of
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discretion, administrative discretion, and adjustments ought
to be there. I think that's inherent in delegating this to
the Secretary.

But we ought not be doing rifle shot legislative
changes, I think is the message. We ought not.

DR. STENSLAND: Maybe one extra comment on just
the degree of how big the exceptions would be. Under this
new system everybody's wage index is within 10 percent of
their neighbor. So even if you got reclassified one county
over, you wouldn't be shifting by more than 10 percent,
where under the current system you can be shifted by 20
percent by shifting over to the next MSA or outside of the
rural into the MSA.

DR. REISCHAUER: So we should say exceptions are
only allowed if they're 15 percent or more?

DR. STENSLAND: That would solve the problem.

DR. MILLER: The other thing about that 10
percent, that was a choice for the purposes of modeling, but
the Secretary can choose a lower tolerance level. So if
this was put into the Secretary's hands, and the Secretary
said look, I'm really driving to try to eliminate the

exceptions process, the Secretary could set a lower
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tolerance level so that getting an exception just doesn't
get you that much. That's the other toggle here that's
possible.

MR. HACKBARTH: Actually that was what I wanted to
ask about, is how you thought about where to set that
trigger, the 10 percent. Why not go lower than that? Or
why not go higher? How do you even think about how to set
that number?

DR. STENSLAND: I think it's what would be
tolerable to people without them getting too angry about
their next-door neighbor getting that much more than them,
but not getting it so low. So for example, in California
you have some pretty big counties. So if you start off with
a really high wage index the Bay area, if you had a low
tolerance of only 5 percent, that 5 percent could trickle
way off into Nevada before you lowered down from the high
1.5 in the Bay area. So you'd have 10 iterations before you
got done. So we were kind of balancing those two factors.

MR. MULLER: Like the others I think this was
difficult and very enlightening work.

I must say I was puzzled by eight up there, and

especially when I looked at the material that we were sent
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in advance and also what you have on page seven.

I assumed, based on the presentation last month,
that the question you were responding to that the kind of
smoothing and so forth would have a bigger impact. The way
I'm reading this table, there seems to be a much bigger
impact from the use of the BLS data around the smoothing. I
think one of the reasons I was attracted to the smoothing is
that all of the kind of cliffs that we had in the current
system therefore lead to all these requests for exceptions
and therefore we have one-third of the hospitals having
exceptions.

The way I read this table there seems to be far
more weight around switching to the BLS data rather than to
the county smoothing. Am I reading that correctly?

MR. GLASS: The reason for that is what we're
doing is this change is relative to the CMS post-
reclassification wage index. And the past reclassification
has all those exceptions built into it. That's why you see
this big change related to the BLS data.

If we did this same chart relative to the CMS pre-
reclassification wage index system, the basic here is what

the market area values are, you'd see less of a change in
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that first column and more of a change in the third column.

I think that's what's probably the source of
confusion, is we're comparing it to the CMS post-reclass in
this chart.

DR. STENSLAND: Just the intuitive feel that I
have for that first column is the big losers, the negative
3.6, the negative 8.3, that's largely losing your
reclassifications status. And the 2.1 gain is basically you
don't have to pay for those other guys reclassification
anymore through budget neutrality. So that's kind of where
those numbers are coming from.

MR. MULLER: That helps.

I'm also trying to reconcile this table that shows
if I take those last two, the reclassification and the
special exceptions, which are roughly 800 hospitals. If you
now go to slide eight please.

I was surprised to see such big shifts based on
the previous data. If I start adding up those bars like
Nick did at minus 10, minus five, I start getting up to over
2,000 hospitals. The way I was reading the information
prior to that is that basically the 800 that had the special

big exceptions were now going to be smoothed and put into
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getting out of the exception category.

So could you help me reconcile why it looks like
there's about 800 that have those big shifts on page seven
close to -- looks like 2,500 that have big shifts on this
one.

MR. GLASS: The ones shifts, the 800 just roughly,
the ones losing going to the system are probably the ones
with the big shifts we were just looking at, the 800 with
the big shifts we were just looking at. The ones gaining
would be different hospitals. And those would be the ones
that were neighbors to a reclassifying hospital but they
weren't able to reclassify. Those would be the ones you see
gaining on the other side.

MR. MULLER: It might be that middle bar minus
two.

MR. GLASS: Minus two to plus two is just —-- yes.

MR. MULLER: Obviously in the world of updates 3
percent or zero and so forth, 2 percent would be seen by
many as a big shift. If in fact more of them are really
clustered around zero and so forth, the politics may get a
little bit smoother.

MR. GLASS: I think last month we had plus one to
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minus one and that was several hundred hospitals.

DR. STENSLAND: There are some hospitals that
would lose 5 percent or more that aren't currently
reclassed. There are some just due to changing the way the
data is done.

MR. MULLER: I think, in general, I think going to
one that doesn't invite so many exceptions is good public
policy. I think getting rid of the cliffs is a very major
point. I said I was a little surprised that there was less
effect of that but I think you've explained it a little bit
as to why that is the case.

I would also say I think Glen has been convincing
that at this point in the recommendation not allowing for
exceptions probably makes sense. I think, in general, we're
going to need some exceptions somewhere along the way.
Making that, as you and Sheila have said, less of a
political process that allows for broad strokes of the
Congressional pen to respond to what may be happening in one
ZIP code of the country is probably a good idea.

But when you do something that has as big effect
as the slide shows I think probably having some limited

sense of an exception for where it doesn't quite apply makes
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some sense. Exactly how to articulate that in a
recommendation without opening up the door to what Glenn is
worried about opening it up to, I'm not quite sure how to do
that. I think there needs to be some sense of an exception.
If that can be isolated in Bill's Federal Reserve, then
perhaps we can figure out how to do that.

But I think in general I really like the smoothing
a lot. I just have to figure out how to get this smoothing
so that San Francisco hits Philadelphia.

[Laughter.]

MR. HACKBARTH: I think that the point that Ralph
and Nick have made about transition is maybe something that
-— I know the word is in here somewhere, I remember reading
it in the paper. Maybe we ought to elevate that a bit.

I remember when we did the DRG refinement
recommendations, it was very prominent there that we thought
a transition would be appropriate. I can't, off the top of
my head, compare the magnitude of these changes to those
changes, how much the dollars were shifting.

But as Ralph says, minus two to plus two is a
significant change when you're talking about update

increases that are in the 2 percent ballpark.
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What do you think? Let me just pause there.

DR. MILLER: I think we should do that. I think
you could add a sentence or a phrase either in
recommendation two or three that says that the Secretary, in
implementing this, should have a transition to it. And
you're right, it is contemplated in the chapter. We just
didn't elevate it to a recommendation.

I don't really care which one we do. We can just
make sure that --

MR. GLASS: 1If we're simplifying the
recommendation as suggested earlier, we can do it in that
one.

DR. MILLER: If we're at that point. I didn't
hear us discuss it. But if that is where we are, two and
three can become one recommendation with one additional
bullet that says and the Secretary should implement this
with a transition.

MR. HACKBARTH: Bill, do you want to speak to the
formatting of the recommendation? I know that's something
that you had earlier expressed.

DR. SCANLON: Before we didn't have the

reclassification separate. I'm comfortable with what we're
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doing now.

MR. HACKBARTH: We unbundled what we had last
time, in part because of concerns that you had expressed.
And now I hear Bob saying that we've got all these
recommendation that really can be collapsed down to a
simpler one or maybe two recommendations.

DR. SCANLON: The key ideas are the data, the
reclassification, and the smoothing. The smoothing is
really another word for redefining labor markets. That's
the key. The redefining the labor markets is what
contributes to being able to eliminate reclassification. It
was getting those things more explicit was where I was.

MS. BEHROOZI: Since I was identified as somebody
who gave you yet more work on this to do, I want to say
thank you very much for slicing the data a few more ways.
And actually, some more of it that appears in the written
materials is really helpful.

Over the last couple of conversations about it I
think a number of us have worried about the impact of using
the BLS, not using benefits, things like that, and
speculated on it. You'wve really provided us with enough

data to see that it's not a rural versus urban thing. It's
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not significantly a regional thing, that kind of thing. It
really is about the exceptions.

I was happy to see that the overlay of the
benefits data really adjusted for a lot of the change
brought about by the BLS, the use of the BLS data. So I
wanted to say thank you.

DR. KANE: I just wanted to ask about the impact.
I gather that the assumption is that this will then be

applied to the outpatient PPS. And so, in thinking about

the impact, is it exactly -- I'm not quite sure whether it
comes out exactly the same or not. But you didn't comment
at all.

So I felt like somehow there should be some
comment about the implications for outpatient. And that may
also affect how the transition work goes. I Jjust felt like
the outpatient side should be -- and I had one gquick
question.

When you say that there is a change of 2 percent
or minus 2 percent, is that per case? Or is that overall
payment? It wasn't clear if it's units or total.

DR. STENSLAND: That's overall payments. So we

looked at the payments on the inpatient side in a fairly
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sophisticated manner and we also factored in outliers
because the wage index doesn't end up affecting your
outliers. It only affects either 62 or 68 percent of your
payments because that's the labor share.

So that's a fairly precise number on the inpatient
side that gets at all of that. And that's an average over
all the cases. On outlier cases, it wouldn't affect it at
all. On non-outlier cases, it would.

In terms of the outpatient, their labor share is
60 percent so it would be a slightly different effect. But
the effect would be almost the same. That distribution of
plus or minus 2 percent is going to be almost the same if
look at for overall payment as opposed to just inpatient
payments.

DR. KANE: That assumes the -- so when you add
total outpatient to this, you think it will be the same
distribution?

DR. STENSLAND: It will be roughly the same
distribution.

DR. KANE: Even though there may be some who gain,
who have a lot more outpatient?

DR. STENSLAND: They're all going to have the same
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change in their wage index for their inpatient and their
outpatient. So the wage index goes up by say 5 percent.
And it's going to go up by 5 percent for inpatient and for
outpatient.

For inpatient it may affect 69 percent of your
payments. For outpatient it will affect 60 percent of your
payments. So it won't be exactly the same. But that 5
percent shift will have a similar effect on both the
inpatient and outpatient.

DR. REISCHAUER: I don't know where we were on
exceptions. It seemed to be that some people thought that
the word exceptions should be in here. I think you said
well, that would be in the hands of the Secretary, which
makes me as nervous as having it in the hands of the
Congress, quite frankly.

I think this is sort of a chapter about getting it
right and then problems will emerge, real and imagined,
which the political and administrative system will deal
with. But we shouldn't open the door at this point, I
think.

MR. HACKBARTH: I think you and I are saying the

same thing. I didn't mean to imply that I would say rewrite
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the recommendation to say give the Secretary the authority
to grant exceptions. My point was I think that's inherent
in granting the Secretary the authority to create and
maintain the index.

I would expect that as problems crop up, if they
do crop up, that they will use their normal administrative
discretion to resolve those issues. And that's how it ought
to be done, as opposed to through the legislative process.

People feel comfortable with that?

MS. DePARLE: I think the fewer areas of
discretion the better. And I was just thinking, you said
that's inherent in the delegation of the authority.
Perhaps, but with respect to other things like DRGs, we
don't, I don't think, give the Secretary the authority to
say that --

MR. HACKBARTH: They've got the authority to
create new DRGs and break them up and adjust the when they
think that they're not accurately paying.

MS. DePARLE: Yes, but that is, in general, on a
broader scale than 18 hospitals that get chosen for the
reasons we all know to get a special exception. I just

think I agree with Bob, to the extent we can...
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MR. HACKBARTH: I'm not sure it's possible to
write legislation that says no exceptions are possible.

MS. DePARLE: Unless the Congress expressly gives
the authority to do exceptions I'm not sure -- I'm not sure
I agree that the Secretary inherently has that authority on
each part of Medicare unless the Congress gives it to them.
That would be a good gquestion for the CMS General Counsel.

MR. HACKBARTH: We're using the language
exception, which implies an individual hospital getting
different treatment, when probably the model that I'm
thinking of is adjustments that are not institution-specific
but oh, we've identified a problem. Part of the dynamic
that exists in Congress that troubles me is sometimes it's
hospital-specific exceptions.

MS. DePARLE: Yes, and I think --

MR. HACKBARTH: When you do that you're inviting
problems.

MS. DePARLE: Right, but to the extent that
members of Congress understand or believe that the Secretary
or the Administrator have that ability, they are really
hard-pressed not to force it when an institution in their

district or their state says we're hurt by this and we want
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something different. 1It's very hard for them to say no.
Then you just get into the cycle and we end up with, over
time, 30 percent of the hospitals being outside of the
system.

MR. HACKBARTH: It is ultimately a political

system. No matter where we put it short of the Federal

Reserve -- this is getting more attractive all the time,
Bill -- it's not going to be totally insulated from
politics.

The message as I see it is that we ought to have a
system driven by analysis and data, as opposed to by a sense
of loss and injustice. And there ought to be room for the
Secretary to identify problems that may crop up and develop
systematic fixes for those, as opposed to this individual
hospital has got a complaint and so I'm going to give them
more money.

That's the ethos that we want but you can never
assure that it's going to work that way. Congress can
always apply pressure.

DR. MILLER: And I thought when you were saying
that that when you were saying the authority is apparent,

every year a notice will be put out that says this is the
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new wage index. Everyone will comment. If there's a
comment that the Secretary looks at it says oh, so we need
to adjust the wage index this way, again, it's a single
hospital operation. It sort of well, I'm going to adjust
it. That is inherent, I think, in the rulemaking process.

I think what we're doing is we're repealing the
legislated exceptions. Of course, the Congress can always
come back.

MR. HACKBARTH: And do it again.

And also, as you know better than anyone in the

room, through the administrative process there's also some

discipline. You've got to say here are the changes I'm
making and here are the reasons that I'm making them. It's
not done in the back room. 1It's done out in the light so to
speak. That also establishes some discipline.

DR. STENSLAND: Can I get some clarification for
when we write this up? It sounds like the second bullet in

recommendation three, that the Secretary is given some

leeway on how to devise this wage index at the county level.

It sounds like when you're talking about if they did

exceptions, those would be exceptions for the whole country

that would apply to everyone. For example, if they adjusted
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the county wage index in that county, everybody in that
county would have a different wage index, not Jjust one
hospital or once SNF like the way it works now.

MR. HACKBARTH: That's going further than I want
to go at this point.

What I propose we do you do, in view of Bob's
comment about the packaging, is let us do some repackaging
and come back tomorrow for the vote so that we're real clear
on the language. Does that make sense? People feel
comfortable with that?

Before we finish this, I just had one other
question.

The draft recommendation that we looked at last
time, I can't remember if it was part of the recommendation
was like a note at the bottom said may want to consider
requiring that hospitals participate in BLS.

MR. GLASS: We looked into that and BLS basically
said they wouldn't tell CMS whether the hospital filled it
out anyway. So it kind of would be unenforceable. CMS
could say that but there would be no way to enforce it.

MR. HACKBARTH: I see that in the summary. But

you had it there last time for a reason. I assume you were
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worried about gaming of the data by selective participation.

How do you feel about that now that you hear --

DR. REISCHAUER: Don't the hospitals, in general,
pay slightly higher wages than the other employers of these
same kinds of labor? So if they didn't participate, they'd
be shooting themselves in the foot.

DR. KANE: But the critical access hospitals could
just not participate. That's what goes on now. If the low
cost hospitals —--

MR. HACKBARTH: If the low-cost hospitals in a
market say we're were out and Ralph, you participate for us.

DR. KANE: [Inaudible.]

DR. MILSTEIN: It's conceivable. I think the BLS
people weren't that pleased with that idea. They like their
current system where it's all voluntary. They did suggest,
though, there is this thing about the hospitals paying a
little more. And when there is missing data, BLS tries to
input what that data would be based on the characteristics
of the provider.

So 1f you are like a small CAH in the hinterland,
I'm not sure you would know in advance whether the

imputation that BLS is going to estimate what your wage
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index is going to be is going to be any different than your
own.

MR. HACKBARTH: Bob just enlightened me. If
you're a hospital and you say well, we've got low wages
relative to the local teaching hospital, we're out. Well,
if that means that the nursing homes and home health
agencies are going to get more weight and they have a lower
wage structure, the low-wage hospital dropping out could
actually hurt the hospitals, in general.

DR. MILLER: They do fill when they lose people in
the sampling frame, they do fill.

MR. HACKBARTH: So this isn't a big problem.

So we will bring back a recommendation for the
vote tomorrow. Good work guys. Real good work.

Next we have another mandated report, this one on
pay for performance in home health. You can start, Sharon,
whenever you're ready.

MS. CHENG: 1In your mailing materials you had a
draft of the report to Congress on home health pay for
performance. So this afternoon I'm going to give you just a
very brief review of the material that we've developed and

use most of the time to get your feedback on the content and
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tone of this draft.

I'd also like to spend some time responding to
questions that you raised last month on pay for performance
in the context of broader challenges in the payment system
adjusting for socioeconomic status, extra rewards for
breakout or exemplary performance, and also the
incorporation of structural measures.

MedPAC has noted actually for some time a level of
dissatisfaction with Medicare's purchasing of home health
services. One thing that we said consistently is that we're
troubled by the lack of the definition of the benefit
because for our work it makes it difficult to know whether
patients who need home health have been denied access to it
because we can't identify very easily which patients need
home health.

It's also difficult to judge whether we are
providing it efficiently because it's very difficult to get
a handle on what the product is to determine whether or not
we're doing that in a productive and efficient manner.

We've noted also several times inefficiencies in
the payment system itself. The concern here is that adding

a quality incentive to a payment system that might already
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be inappropriately reimbursing for patients and for services
could lead to a perverse incentive for providers or, worse
yet, could overpower the impact of a pay for performance
incentive.

Specifically, the consistent pattern of high
margins suggests that the base payment in home health may
not accurately reflect the costs of providers and so high
margins may potentially blunt the impact of a reward or of a
penalty for quality.

We've also noted in the past the large variation
in the minutes within HHRGs which suggests to us that the
HHRGs, the case-mix system here, may not be accurately
capturing different resource use needs of patients who look
similar in the case-mix system.

Pay for performance then could reinforce the
payment incentive that home health agencies have to engage
in adverse selection, because by avoiding sicker patients
within the HHRG not only can you enhance the profitability
of that case-mix but you could also look better than on a
quality measure that was giving you credit for the severity
of the patient based on their HHRG classification.

Finally, we've been consistent in the level of
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dissatisfaction with the link between quality and payment.
This is an area where we've seen the quality measures tick
steadily upward over the last four or five years and while
that quality data serves an important monitoring function,
at the aggregate level there hasn't been much of a lever for
Medicare as a program to act on that. Rather quality varies
by individual provider and is probably more appropriately
measured and act upon at the individual provider level.

So the tone that we've tried to strike in the
report then is that P4P can move in tandem with other
reforms. Implementing pay for performance begins to make
quality something that we can act upon as an indicator.

The Commission also has an annual opportunity to
revisit the base payment and make recommendations about
changes to that. We understand that very soon a case-mix
refinement proposal will be available that we can think
about and see whether that moves us in the direction of
greater accuracy for these payments.

Finally, there is work to look not only at home
health but across the post-acute care spectrum to try to get
a consistent patient classification system that would allow

us to understand better are the right patients going to the
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setting that's going to get the best outcome at the best
cost? And so this is a CMS demonstration project, but that
will help us over time understand this benefit and whether
we're providing services efficiently.

So it is in this context then of several reforms
hopefully moving in tandem that we have responded to
Congress's mandate for a report. These are the five
questions that we've been working on now together for
several months. We've developed principles that address
each of these questions, and we've worked with a contractor
to not only take these principles but also to try to work
them down into a model for illustrative purposes to see how
this all works together.

So we hope that this report is responsive to
Congress's request and really that it works at two levels.
At a larger level we hope that they can look at our
principles and how they respond to the gquestions that
they've asked us as principles not only for the design of a
pay for performance system in home health but also something
that could work across other settings.

And we've also presented a model for illustrative

purposes of one possible approach to design issues. Just
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the ideas that I hope will be helpful and will engage in
some conversation in the policy world are some of the
features of that model.

We've suggested that the reward pool be funded
with a payment withhold. We have a measure that includes
outcomes and adverse events. We view statistical
significance to acknowledge that there's noisiness in any
measure, that any measure that we have here is an estimate
of the underlying quality of the provider that we're trying
to assess. And so we're using this statistical significant
test to set our threshold for whether we would classify you
as a good performer, a poor performer, or an average
performer.

And finally, we've suggested that you could set
improvement awards at one-half the size of the attainment
awards. We've discussed this at some length. We feel that
both of these concepts are important and this is just one
way you could strike a balance between rewarding for these
two activities.

There will be no formal recommendation, so this is
really the level that we hope this report will respond to

the mandate at. And CMS also has a mandate they'wve been
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working on pretty much under the same time frame that we've
been doing our work. They're working on a pay for
performance system for hospitals on the inpatient acute care
side. We've spoken with them. We've had a lot of good
dialogue actually on their model and our ideas, as well.

And we've gotten some coordination too, in what we're going
to be saying about pay for performance and some of the
principles.

So again just to hit this at a pretty high level,
we've suggested that the reward pool has to be budget
neutral. The model discusses a withhold that is collected
over time in a year one and then gets paid out after the
period of performance. In our discussions with providers
and the industry and stakeholders to get some feedback,
we've received an alternative suggestion for a system that
withholds the penalty in the year after the performance
measurement and does not, therefore, disrupt the cash flow
of agencies that would fall into our reward or our no change
categories. We can consider this alternative.

We have a principle about how to measure agency
quality attainment. We stated that the measure should be

well accepted by providers and researchers. They should
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minimize the data burden when possible. We should be trying
to measure things that are under the provider's control. We
should seek adequate risk adjustment.

In response to our work, again in the
conversations that we've had, and to CMS's work on their
demonstration of a home health P4P model, home health
providers continue to have reservations about the
reliability and the validity of the data on which the
outcomes are measured and the adequacy of risk adjustment.

This is in response to comments from Jennie, from
Nancy and others, about accounting for socioeconomic status
as we measure the quality of providers. The choices of
whose socioeconomic traits, which traits, and what scales to
use can be challenging. Especially in home health, a
setting in which the characteristics of the patient's family
might be as important as the patient themselves, whose
status should be measured? The patient, their immediate
family, their caregiver?

Must status be measured at an individual level or
would an area level be appropriate?

There are also many socioeconomic trace from which

to choose. Is level of education relevant, race, or
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ethnicity?

Finally, research suggests that epidemiological
findings based on socioeconomic status are very sensitive to
the construction of the scale, whether you have three
settings, five settings, or a dozen settings determines what
kind of relationships you're going to find between
socioeconomic status and health outcomes.

There is also some room for doubt about the
relationship between socioeconomic status and what you would
expect then of health outcomes. One recent study on breast
cancer mortality found higher rates of mortality among women
in higher SES than in lower ones. Another study found that
much of the relationship between socioeconomic status and
health function is a function of known factors which are
measured directly and can be accounted for in clinical risk
adjustment, factors such as obesity and smoking.

Some groups feel that socioeconomic adjustments
could offset incentives that are inherent in a pay for
performance system for some providers to offload patients
that they feel would be more difficult to treat.

On the other hand, adjusting for socioeconomic

status has the effect of setting lower expectations for
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providers who are in the position to have the greatest
impact on vulnerable populations.

For example, if a Medicare pay for performance
system were to use an SES adjustment that incorporated
income, it would have the effect of setting a lower
expectation for the quality of care delivered to poorer
patients. Some may view the fact that there are inherent
lower standards for the care of vulnerable populations to be
one of health care's critical problems and the impacts of
health care conspiracies have been widely studied.

A pay for performance system that expects good
care for all patients regardless of race, ethnicity, and
income could be one policy tool to address the issues of
disparities in health care.

An alternative to SES-based adjustments could be
to allow providers to identify noncompliant patients and
exclude them from their data. This system is employed by
the U.K. in their nationwide physician pay for performance
quality incentive program. A comprehensive study of this
design option was generally positive. Most physicians
exempted few of their patients. There was some evidence of

abuse at the extreme. They did find a moderate correlation
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between the number of patients exempted by a physician and
their quality scores.

However, we could contemplate counterbalances as
well. We could introduce public reporting of provider's
noncompliance rates. We could audit providers with
exceptionally high noncompliance rates. Or you could
imagine a system that requires providers with a high
noncompliant raid to develop and implement a plan to
increase compliance among their patient caseload.

The next question that we've discussed is how to
set the thresholds for reward and penalty. Again, the
principle that we've develop here is that it should be
budget neutral. So to maintain budget neutrality before
you've measured anybody or determined how big or how small
the winners and losers are going to be, you can only preset
one of three thresholds. You can decide what score is going
to be needed to attain the reward. You can decide ahead of
time how many winners you want to reward. Or you can
determine how large the reward could be.

We also stated as a principle that pay for
performance should, to the extent possible, measure quality

that's under the provider's control. One of the ideas that
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we've incorporated in our model is that any measure is an
estimate of the quality of the provider. And so noise in
that measurement is something that's not directly under the
provider's control.

We treated each quality score then as an estimate
of true equality and we bounded it by an interval so that
everyone was clear on what the level of confidence was on
our estimate and how that might vary from provider to
provider. We used that level of confidence as part of our
system.

We also thought about how to balance improvement
and attainment awards. The Commission has stated as a
principle that the system should include both types of
rewards.

In the model we rewarded improvement at one-half
the level of attainment for all levels of attainment and
improvement. We added an idea that Arnie suggested at the
last meeting that there might be an extra level of reward if
you were a provider that was both high above the threshold
and continued to improve.

Another alternative to str